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Local Site Information and local contacts 

Consider what information to include in the table below.  Only include fields that would be useful for your study. Avoid including details that would be laborious to customise for a study with many sites, especially if there could be updates to the manual throughout the study. Pharmacists may not routinely look for Site ID, recruitment target and trial dates in a pharmacy manual.
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	[Name & Contact details and hours they can be contacted]
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Abbreviations

Remove/add abbreviations as required

	ACCORD
	Academic and Clinical Central Office for Research &Development - Joint office for University of Edinburgh and NHS Lothian

	AxMP
	Auxiliary Medicinal Product

	CTA
	Clinical Trial Authorisation

	ECTU
	Edinburgh Clinical Trials Unit

	IMP
	Investigational Medical Product

	ISF 
	Investigator Site File

	MHRA
	Medicines and Healthcare products Regulatory Agency

	NIMP
	Non-Investigational Medicinal Product
As per EU regulations, the name for NIMP has changed to AxMP (Auxiliary Medicinal Product).  Regulation (EU) No 536/2014 Article 2 (8) defines an AxMP as “a medicinal product used for the needs of a clinical trial as described in the protocol, but not as an investigational medicinal product”. However, NIMP is still used in the UK – check what terminology is used in the trial protocol and update this document accordingly throughout.

	PI
	Principle Investigator

	PSF
	Pharmacy Site File

	QP
	Qualified Person

	REC
	Research Ethics Committee

	SATO
	Sponsor Approval To Open

	SPC
	Summary of Product Characteristics

	TM
	Trial Manager

	TM Team
	Trial Management Team
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[bookmark: _Toc166745913]TRIAL SUMMARY
Only include this section if it is not already in the Protocol in order to avoid unnecessary duplication.  Any changes to this info would potentially require updating the pharmacy manual each time the protocol is updated, even when pharmacy processes have not changed

Example text: 
This document supplements information provided in the trial protocol - please refer to the current approved version of the trial protocol for background information on the trial.

	Study background
	

	Study objectives
	

	Study participants / setting
	

	Intervention
	

	Study endpoints
	



insert activites table or patient flow diagram if not included in protocol


[bookmark: _Toc166745914]SUMMARY OF PHARMACY ACTIVITIES
Insert summary of pharmacy activities including responsibilities, IMP ordering, storage, dispensing, re-ordering, transfer etc. Details are given in separate sections below, so this is just an overview of responsibilities.

Example text: 
An appropriately trained and delegated site clinical trials pharmacist or pharmacy technician will be responsible for ordering, receipt and pharmacy storage of IMP, transfer of IMP to the clinical area and IMP accountability.  As 24 hour access to IMP is required in this study, it will be stored in the clinical area and the trials pharmacist/technician will be responsible for assessing the storage area for suitability.

The prescription will be signed by a doctor or prescribing nurse / pharmacist who is listed on the delegation log as being able to prescribe IMP.
The treatment allocation will be dispensed, prepared and administered by appropriately trained and delegated members of the research and/or clinical teams.
[bookmark: _Toc166745915]Site Specific Changes
Detail here any differences or enter ‘Not Applicable’.  Any changes must be pre agreed with the TM team. 
[bookmark: _Toc166745916]PHARMACY SITE FILE
Example text: 
A Pharmacy Site File [will/won’t] be provided by Sponsor. It is the responsibility of the site/pharmacy teams to keep the pharmacy site file up to date. The pharmacy file should be held in a secure location with access restricted to the local study team (and designated Sponsor representatives if required, e.g. clinical trial monitors).

Pharmacy staff listed on the main delegation log will be required to provide CVs and GCP training certification, updated as per local policies.  Local staff training logs must be kept up to date and made available on request. A pharmacy staff record must be completed and filed for all staff involved in the receipt/handling/dispensing of trial drugs, which demonstrates appropriate training and understanding trial-specific processes, including precautions that must be taken to preserve the blinding of the study.
[bookmark: _Toc166745917]INVESTIGATIONAL MEDICINAL PRODUCT 
Summarise the IMP(s) and placebo (if applicable) and their basic characteristics used in this trial. Can be provided in table format, e.g.:

	Drug product description
	IMP
	Placebo

	Drug product strength or concentration
	
	

	Marketing authorisation for bulk starting product
	
	

	Dosage Form
	e.g. Solution for infusion
	

	Storage conditions
	
	

	Route of administration
	e.g. Intravenous infusion
	

	Shelf Life
	e.g. 2 years
	

	Source
	e.g. the Sponsor will supply this IMP free of charge or commercial stock
	

	The IMP/Study Drug will be supplied as:
	e.g. IMP/Placebo will be supplied in numbered (blinded) participant kits
	e.g. is it a vial or amp, what is the total volume



[bookmark: _Toc166744752][bookmark: _Toc166744810][bookmark: _Toc166744871][bookmark: _Toc166745181][bookmark: _Toc166745289][bookmark: _Toc166745342][bookmark: _Toc166745630][bookmark: _Toc166745713][bookmark: _Toc166745791][bookmark: _Toc166745866][bookmark: _Toc166745918][bookmark: _Toc166745919]Dosing Information – Trial IMP
IMP 1 - [IMP Name and dose/formulation] 

Information on administration rarely needs to be included in the pharmacy manual. However if a pharmacy aseptic unit are preparing an IV dose, then this information is necessary, but can be found in protocol and does not need to be duplicated in pharmacy manual unless there is extra information that is useful eg 
· how long the prepared infusion is stable for and whether it requires storage in fridge or room temp if the dose is not administered straight away
· whether doses can be prepared in advance the day before
· whether the randomisation system will allow patients to have their treatment allocated a day in advance
· whether a new patient weight is required on the day of each dose or the weight from the previous visit can be used etc.

Example text:
For those participants randomised to receive the IMP the following dosing regime will be used:

Repeat section for multiple IMPs if applicable.
[bookmark: _Toc166745920]Dosing Information - Trial Placebo
Placebo -  [IMP Name and dose/formulation, e.g. 100ml of 0.9% Sodium Chloride for infusion] 

Information on administration rarely needs to be included in the pharmacy manual, see above.

Example text:
For those participants randomised to receive the Placebo the following dosing regime will be used:
[bookmark: _Toc166745921]NIMPs/AxMPs
[bookmark: _Toc166745293]If applicable, insert details of any AxMPs

Example Text:
AxMPs (standard immunosuppression therapy specific to the site) will be background therapy for both the active and placebo groups.  These are prescribed as part of routine care, and in accordance with local practice and are not supplied by, or dispensed as part of the trial.  
All AxMPs should be stored, prepared and administered as per their relevant SmPC in conjunction with locally approved procedures.
See section 6.7 of the protocol for full details of AxMP therapy and other permitted treatment, as well as details of any prohibited treatment.
[bookmark: _Toc166745922]PHARMACY ACTIVATION 
Example Text:
The following must be completed/be in place prior to site activation (delivery of IMP to the pharmacy):
· Clinical Trial Authorisation (CTA) from the MHRA 
· Favourable Opinion from the REC
· HRA Approval (England and Wales only)
· Research & Development (R&D) approval (or capability and capacity assessment) and other local approvals as applicable
· Signed participating site agreement
· Site initiation visit and completed action log
· Site activation communication including

Pharmacy Activation will be in place prior to Sponsor Approval to Open (SATO) as IMP must be on site before SATO can be issued.
[bookmark: _Toc166745923]SUPPLY AND RE-ORDERING
Example Text:
The pharmacy department will receive numbered participant kits from PCI Pharma, sealed with tamperproof tapes and identified as being for use in the XXX Clinical Trial.
[bookmark: _Toc166745924]Initial Supply
Example Text:
Once the regulatory greenlight is in place for a site, the TM team will arrange for the initial supply of 400 packs to be shipped to site. 
[bookmark: _Toc166745925]Subsequent Orders
Example Text:
After the initial shipment, it is the site/not the site pharmacy’s responsibility to maintain adequate stocks of IMP.  Sufficient stock to treat a new participant in either arm should usually be held in stock at any one time. 

NB When site pharmacy is blinded they will not know which kits are for which arm, therefore cannot be their responsibility.
[bookmark: _Toc166745926]Re-ordering
Example Text:
Reordering will be managed manually.  

A minimum stock level will be agreed with the TM during the set-up process.  When that level is reached a request should be made to the TM team at email for a stock order to be placed with [XXXX]. 

NB If pharmacy are responsible for manual ordering and maintaining minimum stock levels then it is essential to include the lead time for orders, i.e how long after ordering will IMP be received at site?

Level of control required on trial stocks
Example Text:
At the time of site set-up an agreed minimum stock level will be decided with the TM.  It is then the responsibility of the local site team to monitor stock levels and advise the TM team when new stock is required.  

Re-ordering process
Example Text:
Notification should be via the trial specific email. 

NB Pharmacy can alert when stock has reached the minimum level then either the sponsor or site research nurse would need to confirm the number of kits required. Pharmacy will not know how many kits are required as they don’t usually know how many patients are likely to be recruited.
[bookmark: _Toc166745927]Shipment & receipt at sites
Example Text:
Following receipt checks, IMP judged suitable for use should be added to the correct local inventory and placed into appropriately secure, temperature controlled and monitored storage, to which only appropriately trained and authorised pharmacy staff have access.

Participant kits will be shipped with temperature monitoring in place, records of which will be provided to the site by the TM/TM Team.  In the event of a temperature excursion during shipping, damage to IMP or labelling at receipt, IMP must be segregated and quarantined.  The TM should then be contacted for further advice.

Sites will/will not be provided with QP certification for each batch supplied by Sponsor (provided by the TM/TM Team).  This should be filed in the Pharmacy Site File (PSF), as should all delivery documentation plus any associated correspondence.

If the QP certificates do not need to be stored in the site PSF then please include a statement that the sponsor will store all QP certificates centrally and that the sponsor takes responsibility for ensuring that all IMP has been QP released.  This will prevent lots of queries from site pharmacies.

[bookmark: _Toc166745928]IMP STORAGE & MONITORING REQUIREMENT
Example Text:
Sponsor supplied IMP must be stored between 2oC and 8oC in an appropriately secure, temperature controlled and monitored storage, to which only appropriately trained and authorised pharmacy staff have access.  The IMP should not be frozen and should be protected from light by storing in outer carton.
Locally supplied AxMPs should be stored as per the SPC and in accordance with locally approved procedures.
Pharmacies must keep a record of temperature in the drug storage area(s) using their own logs as per local policy (minimum daily checks in normal working hours, recording maximum, minimum and current temperatures).  
Pharmacies should insert a file note in the applicable section of the PSF referencing local SOPs and detailing the relevant temperature monitoring system in place at site.
Copies of the temp logs and calibration certificates for the relevant storage area(s) should be filed in the appropriate section of the PSF.  
[bookmark: _Toc166745929]Quarantine
Example Text:
In the case of temperature excursions, damaged, expired or unused (after randomisation)  IMP, it is the responsibility of the site pharmacy to ensure there is a quarantine procedure in place which includes a segregated area at correct storage temperature for the quarantined stock. Stock should be transferred to a sealed bag or box labelled ‘Do not use until further notice’. It is advised that a label is affixed to quarantined stock – as a minimum this label should include:

· Date of quarantine
· Reason for quarantine
· Name of person placing the IMP in quarantine
· Date when the IMP was taken out of quarantine
· Name of the person removing the drug from quarantine

The label should be kept on the bag/box until notification from the TM team confirming that the kits can be used or that they are to be destroyed/returned to manufacturer.  

Alternative local procedures are acceptable providing a method of recording temperature excursions to pack level is maintained and is approved by the sponsor.

Temperature excursions during transit or storage at site

Example Text:
Should, during transit to or storage at site, sponsor supplied IMP experience any temperature excursion, in addition to the above quarantine procedure, action must be taken immediately in order to determine its stability. The following steps must be taken:

· Contact the Trial Manager to inform about the temperature excursion, providing the following information:
· Date(s)
· Duration, 
· Minimum/maximum temperatures as appropriate (including a temperature trace or printout where possible).   

No affected IMP is to be given to participants until the final decision is received.

Temperature excursions during storage for locally supplied AxMP should be managed as per local site QA procedures as to continuing suitability for use. 
[bookmark: _Toc166745930]TREATMENT ALLOCATION/RANDOMISATION/BLINDING

[bookmark: _Toc166743863][bookmark: _Toc166743955][bookmark: _Toc166744016][bookmark: _Toc166744096][bookmark: _Toc166744211][bookmark: _Toc166744423][bookmark: _Toc166744766][bookmark: _Toc166744824][bookmark: _Toc166744885][bookmark: _Toc166745195][bookmark: _Toc166745304][bookmark: _Toc166745355][bookmark: _Toc166745643][bookmark: _Toc166745726][bookmark: _Toc166745804][bookmark: _Toc166745879][bookmark: _Toc166745931][bookmark: _Toc166743864][bookmark: _Toc166743956][bookmark: _Toc166744017][bookmark: _Toc166744097][bookmark: _Toc166744212][bookmark: _Toc166744424][bookmark: _Toc166744574][bookmark: _Toc166744767][bookmark: _Toc166744825][bookmark: _Toc166744886][bookmark: _Toc166745196][bookmark: _Toc166745305][bookmark: _Toc166745356][bookmark: _Toc166745644][bookmark: _Toc166745727][bookmark: _Toc166745805][bookmark: _Toc166745880][bookmark: _Toc166745932][bookmark: _Toc166743865][bookmark: _Toc166743957][bookmark: _Toc166744018][bookmark: _Toc166744098][bookmark: _Toc166744213][bookmark: _Toc166744425][bookmark: _Toc166744768][bookmark: _Toc166744826][bookmark: _Toc166744887][bookmark: _Toc166745197][bookmark: _Toc166745306][bookmark: _Toc166745357][bookmark: _Toc166745645][bookmark: _Toc166745728][bookmark: _Toc166745806][bookmark: _Toc166745881][bookmark: _Toc166745933][bookmark: _Toc166743866][bookmark: _Toc166743958][bookmark: _Toc166744019][bookmark: _Toc166744099][bookmark: _Toc166744214][bookmark: _Toc166744426][bookmark: _Toc166744576][bookmark: _Toc166744769][bookmark: _Toc166744827][bookmark: _Toc166744888][bookmark: _Toc166745198][bookmark: _Toc166745307][bookmark: _Toc166745358][bookmark: _Toc166745646][bookmark: _Toc166745729][bookmark: _Toc166745807][bookmark: _Toc166745882][bookmark: _Toc166745934][bookmark: _Toc166745935][bookmark: _Toc166745936]Process for treatment allocation
Example Text:
Treatment allocation will be carried out by the trial specific database.  The relevant site staff will be provided with access to the database.  Access will be specific to the role being undertaken.  Pharmacy staff will not require access to the system for the purposes of randomisation.
[bookmark: _Toc166745937]How will pharmacy be notified of treatment allocation details
Example Text:
The site team should provide a copy of the randomisation email to the pharmacy team at the time they request replacement stock for the ward/clinical area following a randomisation. When a patient is randomised the notification email will contain details of the kit (kit number) that should be taken from the ward/clinical fridge for use with that particular participant. It will also include the kit number that should be requested from pharmacy to replace the dispensed kit.
[bookmark: _Toc166745938]Re-packaging and/or re-labelling (if applicable)

[bookmark: _Toc166743870][bookmark: _Toc166743962][bookmark: _Toc166744023][bookmark: _Toc166744103][bookmark: _Toc166744218][bookmark: _Toc166744430][bookmark: _Toc166744773][bookmark: _Toc166744831][bookmark: _Toc166744892][bookmark: _Toc166745202][bookmark: _Toc166745311][bookmark: _Toc166745362][bookmark: _Toc166745651][bookmark: _Toc166745734][bookmark: _Toc166745812][bookmark: _Toc166745887][bookmark: _Toc166745939][bookmark: _Toc166745940]Pharmacy blinding
Example Text:
Pharmacy will be blinded to trial group allocation.
[bookmark: _Toc166743872][bookmark: _Toc166743964][bookmark: _Toc166744025][bookmark: _Toc166744105][bookmark: _Toc166744220][bookmark: _Toc166744432][bookmark: _Toc166744775][bookmark: _Toc166744833][bookmark: _Toc166744894][bookmark: _Toc166745204][bookmark: _Toc166745313][bookmark: _Toc166745364][bookmark: _Toc166745653][bookmark: _Toc166745736][bookmark: _Toc166745814][bookmark: _Toc166745889][bookmark: _Toc166745941][bookmark: _Toc166743873][bookmark: _Toc166743965][bookmark: _Toc166744026][bookmark: _Toc166744106][bookmark: _Toc166744221][bookmark: _Toc166744433][bookmark: _Toc166744776][bookmark: _Toc166744834][bookmark: _Toc166744895][bookmark: _Toc166745205][bookmark: _Toc166745314][bookmark: _Toc166745365][bookmark: _Toc166745654][bookmark: _Toc166745737][bookmark: _Toc166745815][bookmark: _Toc166745890][bookmark: _Toc166745942][bookmark: _Toc166743876][bookmark: _Toc166743968][bookmark: _Toc166744029][bookmark: _Toc166744109][bookmark: _Toc166744224][bookmark: _Toc166744436][bookmark: _Toc166744779][bookmark: _Toc166744837][bookmark: _Toc166744898][bookmark: _Toc166745208][bookmark: _Toc166745317][bookmark: _Toc166745368][bookmark: _Toc166745657][bookmark: _Toc166745740][bookmark: _Toc166745818][bookmark: _Toc166745893][bookmark: _Toc166745945][bookmark: _Toc166743877][bookmark: _Toc166743969][bookmark: _Toc166744030][bookmark: _Toc166744110][bookmark: _Toc166744225][bookmark: _Toc166744437][bookmark: _Toc166744780][bookmark: _Toc166744838][bookmark: _Toc166744899][bookmark: _Toc166745209][bookmark: _Toc166745318][bookmark: _Toc166745369][bookmark: _Toc166745658][bookmark: _Toc166745741][bookmark: _Toc166745819][bookmark: _Toc166745894][bookmark: _Toc166745946][bookmark: _Toc166743878][bookmark: _Toc166743970][bookmark: _Toc166744031][bookmark: _Toc166744111][bookmark: _Toc166744226][bookmark: _Toc166744438][bookmark: _Toc166744781][bookmark: _Toc166744839][bookmark: _Toc166744900][bookmark: _Toc166745210][bookmark: _Toc166745319][bookmark: _Toc166745370][bookmark: _Toc166745659][bookmark: _Toc166745742][bookmark: _Toc166745820][bookmark: _Toc166745895][bookmark: _Toc166745947][bookmark: _Toc166745948]Process for emergency unblinding (if applicable)
Example Text:
The members of the research team involved in the administration of the IMP/Placebo will be unblinded to allocation.  In an emergency situation they will be able to advise the treatment given (as detailed in the trial protocol).  

In cases where this is not possible there will be an unblinded investigator who can be contacted and access details of participant allocation via the database.  

Detail if pharmacy will be involved in emergency unblinding, e.g.:

Example Text:
No. Pharmacy will not be involved in unblinding for the XXX Trial.  In the case of an emergency the member of the team who administered the IMP/Placebo can advise of the group allocation.  If they are unavailable there will be an unblinded investigator at each site who have the appropriate access to unblind through the trial database.
[bookmark: _Toc479583015][bookmark: _Toc166745949]PRESCRIBING, LABELLING & DISPENSING  
[bookmark: _Toc166745950]Prescription
Example Text:
The IMP/Placebo should be prescribed on the participant’s clinical drug chart (paper or electronic as per local practice).  Suggested wording for the prescription is provided in the IMP Preparation and Administration Guidelines.  Prescriptions must be signed by the PI or appropriate member of medical staff (as identified on the site delegation log).

The site pharmacy clinical trials department will be responsible for generating a stock order form that will be used by the research team to order stock from pharmacy.  The order form will/will not need to be approved by the sponsor prior to use.
[bookmark: _Toc166745951]Labelling 
INSERT SAMPLE APPROVED IMP LABELs and SUGGESTED AxMP LABELS

Include Active treatment (primary packaging) and Placebo treatment (primary packaging) and any additional notes about the labelling (e.g. who provides the labels).

Example Text:
Participant kits will arrive at site with label on outer box and labels internally as applicable.  The pharmacy department are only required to add the following details on the outer box label:
· Investigator
· Site ID
· Location

Kit Number and Expiry Date will have been completed by PCI Pharma prior to dispatch to the site.  The person randomising the patient (research nurse or delegated member of research team) will add the Participant Number as assigned by the trial database.
[bookmark: _Toc166745952]IMP/placebo preparation
Example text:
No preparation of the IMP is required by pharmacy staff.
[bookmark: _Toc166745953]Dispensing
The dispensing details can sometimes be found in the schedule of activities table in the protocol.  Therefor only include in the pharmacy manual if it is not already included in the protocol.

Example text:
The participant kits will be supplied from pharmacy for storage on the clinical area in an approved and monitored fridge.  An agreed number of kits will be held in the ward/clinical area for dispensing at the time of randomisation for administration to the participant.  When a patient is randomised the notification email will contain details of the kit (kit number) that should be taken from the ward/clinical fridge for use with that particular participant.  It will also include the kit number that should be requested from pharmacy to replace the dispensed kit. 

Dispensing to participants (for administration to participants) will be from the kits held on the ward/clinical area, NOT DIRECTLY FROM PHARMACY, unless otherwise agreed with the local pharmacy, and with the approval of the TM and Sponsor.  

The web based randomisation notification and the patient’s prescription should be filed in the Pharmacy Site File.  The web based randomisation notification must be rechecked at every dispensing episode.

Can be divided into subsections as appropriate, e.g.:

Dispensing out of hours
Dispensing will be from the ward/clinical area stock.  Pharmacy will dispense to the research team to replace kits used

Number of dispensing per participant
Trial intervention (IMP or Placebo) requires dispensing of one participant kit per patient. Each kit will contain 2 doses of the randomised treatment (1 box for dose1 (given on day of transplantation) and a second for dose 2 (given 20-28 hours after administration of dose 1)).

Suggested information applied to final dispensed product (if different to above)
If applicable

Suggested information applied to final dispensed AxMPs
If applicable
[bookmark: _Toc166745954] DRUG ACCOUNTABILITY 
Example Text:
Full accountability must be recorded for all trial IMPs such that if a product needs to be recalled or regulatory inspection undertaken, batch-specific details of all IMP issued to patients can be identified.  Records documenting receipt, handling, storage, dispensing, retrieval of unused IMPs from participants and destruction/disposal at site as permitted, must all be filed in the PSF (or ISF as applicable). 

•	A patient ID log must be completed by the research team when each participant is enrolled into the trial.
•	Drug Inventory Logs (Study name Accountability Log_Pharmacy) must be maintained for sponsor supplied IMP 

Local logs may be used provided they contain all the information contained in the template copies provided.  These require / do not require sponsor approval prior to use.

Details of the local drug-recall procedure should be filed in the PSF or a file note included with details of its location.
[bookmark: _Toc166745955] DRUG DESTRUCTION/DISPOSAL
Example Text:
As per the trial protocol, destruction of the IMP will be at the discretion of the manufacturer. IMP may be returned to the manufacturer or (with permission) destroyed locally at site.  
Prior to destruction of unused or expired IMP at site, written authorisation must be obtained from the IMP manufacturer. Following authorised destruction at site, written confirmation of the destruction (i.e. copies of completed destruction logs) must be provided to the IMP manufacturer via the XXX Trial Management Team (email).  
[bookmark: _Toc166745956]Returns
Example Text:
In XXXX instances the randomised, unused kit or unused dose (if cancelled following administration of dose 1) should be returned to pharmacy and quarantined as per the instructions above (section 7).  The TM team should be notified and will advise if the kit can be reallocated, destroyed (as per local policy) or if it is to be returned to the IMP manufacturer.  
[bookmark: _Toc166745957]Expired IMP
Example Text:
Expired participant kits should be returned to pharmacy and quarantined as per the instructions above (section 7).  The TM team should be notified and will advise if the kit can be destroyed (as per local policy) or if it is to be returned to the IMP manufacturer.
[bookmark: _Toc166745958]Damaged or unsuitable due to temperature deviation
Example Text:
See section 7 above, specifically 7.1 for information relating to temperature excursions.
[bookmark: _Toc166745959]Disposal requirement
Example Text:
Disposal will be carried out locally following confirmation email from the TM team that the manufacturer (Orphan Europe) has not requested return of any unused, damaged or expired stock.
[bookmark: _Toc166745960] MONITORING
Example Text:
The PSF may be subject to monitoring, in person or remotely, by the TM team or the ACCORD Clinical Trials Monitors (Sponsor) in accordance with the Monitoring Plan, a copy of which is filed in the ISF or can be requested from the TM team.
[bookmark: _Toc166745961] ARCHIVING
Example Text:
Archiving of the PSF and ISF will be the responsibility of the local PI.

The Pharmacy Site File for the XXX Trial should be archived along with all the essential trial documentation and source records (e.g. signed consent forms, investigator and patients’ hospital notes, copies of case report forms) at site or as per local policy and should be securely retained for at least 15 years after the end of the trial, as defined in the protocol (section 13.6 – End of Study). 
[bookmark: _Toc166745962] REPORTS/CORRESPONDENCE
Example Text:
Please file any general correspondence regarding the XXX Trial in the Pharmacy Site File.



[bookmark: _Toc166745963] APPENDICES
[bookmark: _Toc166745964]Appendix 1 – dosing calculation if required
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