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Prior to Readiness call/SIV 
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Complete site Pharmacy 
regulatory 

Receive study drugs 

Readiness call/SIV
( Ask questions!)



3

Site Pharmacy Regulatory in WebDCU™
 Drug Destruction Policy/SOP or explaining note to file must be provided by site to CRO and uploaded into 

WebDCU™ by CRO

 Note to file stating/providing justification that no site pharmacy will be used must be uploaded into WebDCU™ by 
CRO

 Drug shipping address must be provided by site to CRO and entered into WebDCU™ by CRO

 The DOA includes at least one qualified person with pharmacy privileges 

 When a Clinical Performing Site (CPS) is released to receive study drug, an initial study drug shipment will 
automatically be submitted to European Central Pharmacy by WebDCU™

 European Central Pharmacy ships study drug kits few days prior to readiness call/SIV to be received by site 1-2 
days prior to call/SIV

 European Central Pharmacy will ship study drug kits Monday through Thursday for next day delivery. No 
shipments will take place for receipt on Saturday, Sunday, or holidays, except under extenuating circumstances



WebDCU™ Study Drug Shipping Email
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• CPSs will receive an automated 
email from WebDCU™ for every
study drug kit that was processed 
out of WebDCU™ for shipment.

• For example, if a shipment has 4 
study drug kits in the shipment, 
the CPS will receive an individual 
email for each kit (4 emails).

• If arrival of shipment appears 
delayed, CPS should contact the 
EU Central Pharmacy via Email:    
v-apoth.studien@med.uni-heidelberg.de
EU Central Pharmacy can track 
shipment via MARKEN Waybill 
number and will forward status   
to CPS.

mailto:v-apoth.studien@med.uni-heidelberg.de


Study Drug Packaging and Packing Slip

Packing Slip
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Insulated Shipping Container

Study drugs will be shipped refrigerated

Insulated Shipping Container

Study drug will be shipped with a USB temperature logger, cold packs, and enough insulation to maintain a 
temperature range of 2°-25°C for at least 96 hours 
(Cold packs and outer box will be collected and taken back by courier MARKEN upon delivery)

Temp-Tale



Example Kit Label
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Study Drug Kit Box
Size: 22,5 cm x 16 cm x 5 cm

 Country-specific blinded kit labels
 Kits are tampered evident sealed. It is required 

not to break the tamper evident seal until the 
kit is dispensed

 Two lot numbers will be printed on the kit label 
(rFVIIa/placebo as well as histidine lot no.)European kit label

Verification 
code 

Study Drug Kit ID
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Study Drug Receipt
 The initial study drug shipment will contain a total of two study drug kits to sites with one enrolling 

location (ED or MSU) and four study drug kits to sites that have two enrolling locations (ED+MSU) or 2 EDs

 Upon receipt of the drug shipment, the CPS will verify the receipt of the study drug kit(s) against the 
packing slip  

 The CPS will review the temperature data from the USB logger and confirm that the study drug did not 
experience any temperature excursions in transit (next slide)
• CPS should let European Central Pharmacy know beforehand if logger read out cannot be done onsite. 

In this case, the courier will have to take the logger back and do the read out. 

 Study drug kits cannot be dispensed until received into WebDCU™ and site is released to enroll



Example Data Logger Report
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1. Once the data logger arrives at the CPS                stop the data 
logger by pressing the red STOP button for 1-3 seconds until the 
stop sign logo appears in the top right corner of the LCD display. 

2. Insert the data logger into a USB port of a computer at the CPS.

3. View the PDF temperature data log and review the data log for 
temperature excursions.

4. Print and file the temperature data log in the FASTEST trial binder 
to be available during monitoring visits.

5. Once the data has been retrieved from the logger and the 
temperature curve is printed, the temperature logger can be 
disposed of per the institution’s policy. 

6. If NO temperature excursions or discrepancies are identified, the 
CPS will confirm receipt of all study drug kits in WebDCU™
Drug Tracking>Drug Receiving.



Drug Tracking 



Receiving Drug

• If study drug kit(s) are not received into WebDCU™ within 3 days of shipment, the 
CPS will receive an automated email notification prompting them to receive the 
study drug kit(s) in WebDCU™



Study Medication Storage/Shipping Conditions

Novo Nordisk

• Novo will be shipping to the Central Pharmacy Depots at 2-8°C.

European Central 
Pharmacy

• Storage and shipping: Study medication stored and will be shipped refrigerated.

Clinical 
Performing Sites

• Storage: Study medication can be stored (without preference) at room temperature or refrigerated, however, 
temperature MUST be continuously monitored. 

• The permitted range for Germany: 2-25°C
• Sample temperature monitoring logs will be provided and available in WebDCU™

• Toolbox>Project Documents
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Temperature Monitoring Log Example
CPSs are required to maintain continuous 
temperature monitoring logs at each enrolling 
location

Sample temperature monitoring logs will be 
provided and available in WebDCU™

Toolbox>Project Documents
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Temperature Excursions
A temperature excursion occurs when in-transit or onsite drug storage temperatures fall outside of acceptable 
temperature ranges.

• A temperature excursion should be reported if storage temperature falls below 2°C and/or rises above 25°C.
• US Pharmacopeia (USP) rounding rules do apply for the temperature excursion (i.e., 1.5°C is rounded up to 

2°C and 25.4°C is rounded down to 25°C. Both examples are not a reportable excursion.).
• Any temperature excursion affecting FASTEST study drug kits must be reported immediately, preferably within 

48 hours of occurrence.

In-Transit Temperature Excursion: If study drug experiences a temperature excursion in-transit, do NOT receive kits into 
WebDCU™ inventory. Study drug kits are available for randomization once they are marked as received in WebDCU™.



Reporting Temperature Excursions to Novo Nordisk A/S at Site 
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• Upon 
receiving 
shipments 
and/or 

• During 
storage 

Temperature 
excursion-

Clinical 
performing 

sites

• TDRF A 
• TDRF B
• (TDRF B) –

Dispensed 
DUNs

Fill
European 

Central 
Pharmacy

Report Novo 
Nordisk 

Report

(TDRF B) – Dispensed DUNs: 
Only to be used in the rare cases 
where a temperature deviation occurs, 
but action is not immediately taken to 
resolve this, and products are 
dispensed to patients

Quarantine in the 
appropriate storage 
temperature

v-apoth.studien@med.uni-heidelberg.de



Temperature Deviations
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• Fill in TDRF-B• Fill in TDRF-A

Include Temp. Log and Pack Slip Trial ID: U1201-0087/FASTEST
Site number: Unique description
Country: 

Prioritisation date: Optional
Dispensed: Yes/No 
Type: Storage/shipment 
Logger ID: From Log or device
Description of deviation: From Log
Additional information: Optional
Write initials and date
Information from packs
Shipment no.: From Pack Slip

• Fill in TDRF-B, Dispensed DUNs

 The Temperature Excursion Report Form (TERF) - available in WebDCU™
Toolbox>Project Documents – submit for both storage and in-transit
excursions



What’s inside the FASTEST kit?

Histidine Diluent box 
Containing two 5.2mL pre-
filled syringes

rFVIIa (Active or Placebo) box 
Containing two 5 mg vials of 
lyophilized drug

13mm vial adapters
Each kit must have two
vial adapters
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The DUN boxes 
containing histidine and 
rFVIIa will be referred to 
as kit components in 
WebDCU™. 

Dosing/compounding 
card



Kit Component Boxes: Dosing/compounding card
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 Card (folded DIN-A4) in German language added to each kit
 Additional 3 cards (folded DIN-A4) in English, Spanish, Catalan added to each 

kit

Compounding 
instruction (German) 

Dosing chart 
(German version)  



Inside the shipment from Novo Nordisk-Inside the rFVIIa/placebo  
DUN Box
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Inside the shipment from Novo Nordisk-Inside the Histidine             
DUN Box
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Accountability & Chain of Custody 
• CPS with two enrolling locations with four kits; the CPS can determine how many study drug kits to store for each  

enrolling location; WebDCU™ will not provide this information

• It is recommended to keep two kits at each enrolling location, so a back-up kit is available, if needed.

• CPSs will be responsible to complete the chain of custody form each time a study drug kit is transferred internally 
from one location to another.

• Chain of Custody and Accountability logs serve as a tracking document to track the investigational product from 
the time it leaves the manufacturer until the time it is used by a subject, destroyed, or returned back to the 
European Central Pharmacy 

Don’t break the chain!

• CPSs are required to maintain study drug accountability records and temperature monitoring logs
• CPSs may use their institution’s electronic inventory system or use the provided paper logs (WebDCU™ 

Toolbox>Project Documents)

20
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Drug Accountability 
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Chain of Custody 
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Being notified 
about a potential

subject

Study Drug Dispensing Workflow
Select the study 

drug kit from 
inventory with the 
lowest study drug 

kit ID

Follow institutional 
policies & 

procedures for 
administrating 

emergency 
medicine 

Compound study 
drug

(video training 
next slide)

Administer study 
drug

Retain the study drug kit box

Dispose of vials, syringes, 
and vial adapters 
appropriately, per 
institutional policy

Complete the 
Subject Enrollment 
form in WebDCU™ 
after administration 
as soon as possible 

(within 6 hours)  

Resupply of study 
drug is triggered, 
European Central 
Pharmacy will 
send replacement 
kit 

Information need to 
document:
 Date/time of study 

drug preparation
 Weight used for 

dosage 
 Date/time of 

infusion start
 Dose administered 

• No randomization in 
WebDCU™ needed 
prior to study drug 
administration 

• Bring to room 
temperature if 
needed

Used study drug kit box may 
be disposed appropriately

Once eligibility is 
confirmed 

Eligibility is not 
confirmed Used study drug kit may 

be disposed 
appropriately, per 
institutional policy

Mark the study drug kit as 
destroyed in WebDCU™

If not used immediately after 
reconstitution, store the 
suspension in the vial with vial 
adapter and syringe still 
attached. Store refrigerated at 
2°C to 8°C. Do not freeze. Protect 
from light. After reconstitution, 
use only if product looks clear and 
colorless.



Drug Kit Removing  



Compounding Video 

Please review and refer to the pharmacy 
compounding video for visual demonstration: 

https://dcu.musc.edu/campus/ProjectTraining/FASTE
STPharmacyCompounding.mp4
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https://dcu.musc.edu/campus/ProjectTraining/FASTESTPharmacyCompounding.mp4


IMPORTANT
• The pre-filled glass syringe is compatible with a standard Luer-lock 
connector

• However, some needleless connectors for intravenous catheters are 
incompatible with the glass diluent syringes (for example, certain 
connectors with an internal spike, such as Clave®/MicroClave®, 
InVision-Plus®, InVision-Plus CS®, InVision-Plus® Junior®, Bionector®), 
and their use can damage the connector and affect administration. 

• To administer study drug through incompatible needleless 
connectors, withdraw reconstituted product into a standard 10 mL 
sterile Luer-lock plastic syringe.
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Study Drug Requests
• WebDCU™ study drug shipment requests will automatically be sent to the 

European Central Pharmacy when:

• Site released to receive study drug

• Subjects are randomized (complete Subject Enrollment form in 
WebDCU™ within 6 hours of drug administration)

• Study drug is damaged/expired
• Drug request will be sent to the European Central Pharmacy 14 days 

prior to kit expiration

27
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Study Drug Kit Expiration 
Study drug kit expiration dates are available in 3 locations:

 Study drug kit labels
 FASTEST study drug packing slip
 WebDCU™ (Drug Tracking Tab>Site Drug Kit Removing)

CPSs will receive emails from WebDCU™ and the European Central Pharmacy when kits are nearing their expiration 
Emails will contain instructions on how to handle expiring kits and when to expect replacement kits
Replacement kits will be sent before current inventory expirations to prevent CPSs from running out of study drug 
inventory
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Study Drug Destruction & Return
CPSs should follow their institutional policy regarding drug destruction protocol

The European Central Pharmacy can accept returns for destruction if a CPS’s institutional policy requires 
returning the damaged or expired drug kits 

Follow the steps below to return study drug to the European Central Pharmacy 
Study Drug Return Form must be completed and returned with the shipment

Available on WebDCU™ - Toolbox>Project Documents
Returns should be addressed and shipped to the European Central Pharmacy via the CPSs preferred postal 
carrier
Return cost will be at the expense of the CPS
Package tracking information must be provided to European Central Pharmacy via email
Temperature monitoring is NOT required for returns
Subject identifiers must be removed from returns
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Study Drug Destruction & Return



When you think about FASTEST remember …….
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 Prepare study drug as FAST as you can (prior to study drug administration, no 

randomization in WebDCU™ needed)

 Complete the Subject Enrollment form in WebDCU™ as FAST as 
possible (within 6 hours post study drug administration) for …

 European Central Pharmacy to resupply you with study drug as 
FAST as they can.
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Questions?

Please visit WebDCU™ for a copy of the FASTEST Study Drug 
Manual of Procedures for Europe

Toolbox>Project Documents
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