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1. INTRODUCTION

These procedures describe the standard operating procedures for the safe and secure handling of
immunisations including; Ordering, Receipt, Storage, Stock Management, Distribution,
Administration, Returns and Waste in accordance with the current Humber Teaching NHS
Foundation Trust Safe and Secure Handling of Medicine Procedures (SSHMP) and the
Department of Health and Social Care’s ‘Green Book'.

2. SCOPE

These procedures must be adhered to by all staff employed by the Trust, who are involved with
immunisations and associated processes.

This includes the Occupational Health Team.

3. DUTIES AND RESPONSIBILITIES

The -Occupational Health Manager has overall responsibility for the effective implementation of
these procedures.

The Occupational Health Team is responsible for completing any task delegated by the
Occupational Health Manager in accordance with the SOP for the Occupational Health
Department.

4. PROCEDURES
4.1. Ordering, Receipt and Checking of Vaccines

4.1.1. Order Process
The Occupational Health Manager, or a nominated member of the Occupational Health Team, is
responsible for ordering vaccines via hnf-tr.pharmacyprocurement@nhs.net . MMR vaccine is
ordered via Immform.

4.2. Check of Delivery Consignment
Please note: This is an inspection of the outer carton only.

Staff accepting the vaccine delivery consignment must check the following:

e The consignment appears to be in good condition and all boxes are sealed.

e There are no signs of leakage on the packaging.

e Each box delivered is addressed to the Occupational Health Department accepting the
consignment.

e If a consignment is not expected, damaged or the delivery driver has not got identification
inform the Occupational Health Manager immediately.
The consignment note is to be returned to the pharmacy department

o The consignment must be checked (refer to section 4.3) and transferred immediately into the
immunisation refrigerator(s).

4.3. Checking Vaccine Order

e Stock received should be checked and confirmed against the order form and invoice.
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4.3.1.

4.4,

4.5.

4.5.1.

4.5.2.

All vaccine deliveries must be checked as follows:

o Open the consignment and remove any paperwork.

o  Check the supplier details and the receiver details on the delivery note.

o Check the delivery note against the order confirmation to ensure the order received
corresponds with the order placed.

e Remove the stock from the delivery box and check the products match the delivery note
(ensure the accuracy of the item, e.g. quantity, pack size, form, strength etc.)

e  Check stock is in good condition.

Tick against each line on the delivery note as the items are checked.

e For each product listed write down the batch number and expiry date on a vaccine label and
attach to the delivery note (if not already recorded — vaccine labels available from
Occupational Heath admin).

¢ Sign and date the delivery note — delivery notes must be kept for two years from the date of
issue. Refer to section 4.5.4.

o The information must be inputted in to the Vaccine Stock Record. Refer to section 4.5.4.

Discrepancies/Damaged stock

If there is a discrepancy with the order, stock is visibly damaged or the innermost container has
been compromised the effected stock must be quarantined awaiting a decision from Occupational
Health Manager. Refer to section 4.4.

Quarantining Stock

e Contact the Occupational Health Manager to alert them of the need to quarantine.
Segregate the quarantined stock. Quarantine the affected vaccines as follows:
Orders delivered to the Occupational Health Department
e Retain in the clear plastic bag in which the order was delivered.
Following an Immunisation Session
e Retain in a clear plastic bag.
Current Stock held in immunisation refrigerator
e Place the quarantined stock in clear plastic bag.

e Complete quarantine stock notice(s) Appendix 2 and attach to the relevant container or clear
plastic bag holding the quarantined stock.

e Please note: One quarantine notice must be completed for each product quarantined.
If the quarantined stock is to be stored in the immunisation refrigerator it must be stored in a
clear plastic bag with a quarantine stock notice attached. Appendix 2.

o Empty clear plastic bags are housed in the Treatment Room.

o If the immunisation refrigerator needs to be quarantined attach an Immunisation Refrigerator
Quarantine Notice to the refrigerator door. Appendix 3.

e Occupational Health Manager to take appropriate action and advise the team accordingly.

e Following assessment by the Occupational Health Manager any quarantined vaccines that are
deemed unsuitable to be returned to stock, will be disposed of in accordance with the Trust’s
SSHMP, section 16.

Stock Management

Storage of received orders
e Checked stock must be stored in the designated immunisation refrigerator(s)
e All vaccines of the same type must be stored together.
o Vaccines with the shortest expiry dates must be stored so they are selected first.

Stock rotation
e Vaccines with the shortest expiry dates must be stored so they are selected first.
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4.5.3.

4.5.4.

4.6.

4.6.1.

4.6.2.

4.6.3.

¢ Returned vaccines that have been assessed as appropriate for use must be used at the
earliest opportunity. These returned vaccines will be identified by a red dot sticker.

Stock checks of the immunisation refrigerators

Stock checks should be carried out when an order is placed and the stock balance confirmed with
the Vaccine Stock Record. Any discrepancies must be reported to the Occupational Health
Manager

Completion of Vaccine Stock Record

The Vaccine Stock Record accounts for vaccine activity. The information required can be obtained
from the delivery note or the Vaccine Porter Cold Chain Compliance Form (Appendix 1). All
records must be completed in a timely manner to ensure a true reflection of stock held

Date

Time

Name of vaccine

Batch number

Expiry date

Delivery note number

Quantity received

Quantity returned

Quantity destroyed

Sign and date the delivery note and or invoice to confirm the information has been
inputted in to the Vaccine Stock Record.

o File the paper delivery note in the vaccine order folder.

Vaccine Distribution

Collating Immunisation Session Information

The occupational health nurse administering the vaccination will be responsible for completing the
record of immunisation on the patient consent form. The patient consent form may be stored
electronically on COHORT or placed in the patient’s clinical notes.

Vaccine Porter Preparation

e Prior to vaccine porter preparation ensure that each immunisation refrigerator EasylLog
data logger has been downloaded (this must be done am and pm) and check all
temperature readings have remained between 2 and 8°C.

¢ Any deviation outside of the recommended temperature range must be reported to the
Occupational Health Manager and the immunisation fridge quarantined. An immunisation
refrigerator quarantine notice must be applied. Refer to Appendix 3 and Section 4.4.

e If the temperature readings have remained between 2 and 8°c, the vaccine porters can be
prepared.

e Calculate the number of vaccine porters and gel packs required for the immunisation
session.

e Check each vaccine porter and gel pack for visible damage — damage should be reported
to the Occupational Health Manager
Select the EasylLog data logger assigned to each specific vaccine porter.

e Prepare the Vaccine Porter Cold Chain Compliance Form (Appendix 1).

¢ Place in the clear window on the outside of the vaccine porter; one Vaccine Porter Cold
Chain Compliance Form per porter.

Ensure any special instructions are added to the Vaccine Porter Cold Chain Compliance
Form, e.g. use this porter first.

Vaccine Porters 9
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4.7.

4.7.1.

4.7.2.

4.8.

e Add one MT28 gel pack to the bottom of the porter, add one MT28 gel pack to each side
of the porter (5 packs in total)

e Pack the vaccines in their original packaging into the porter as per manufacturer’s
instructions.

e Leave enough space at the top of the porter for one further MT28 gel pack (making a total
of six gel packs in accordance with manufacturer’s guidance) and the lid.

e Start the Easylog data logger and place in the centre of the vaccine porter — update the
Vaccine Porter Cold Chain Compliance Form.

¢ Re-set the digital thermometer and place the glycol vial in the centre of the vaccine porter.

The digital thermometer must also be placed in the inside of the vaccine porter

Any voids must be filled with bubble wrap.

Securely fit the lid.

The outer casing must be fastened in place.

Vaccine porter must not be stacked.

More information regarding packing Vaccine Porters can be found at Vaccine Porter<sup>®</sup>
Carrier System - Medical and Cleanroom Disposables - Helapet

Immunisation Sessions

Cold chain compliance within immunisation sessions

e Vaccine porters are to be used in numerical order.

e The glycol digital thermometer temperature reading must be checked and recorded on the
Vaccine Porter Cold Chain Compliance Form, before administration to ensure that the
vaccine porter temperature has remained within the recommended temperature range (2-
8°C). If the temperature has not remained within range the Occupational Health Manager
must be notified immediately.

¢ Immunisation staff are responsible for recording on the Vaccine Porter Cold Chain
Compliance Form how many times the vaccine porter has been opened.

¢ Immunisation staff are responsible for recording the time the Vaccine Porter is emptied on
the Vaccine Porter Cold Chain Compliance form, if emptied at the immunisation session.

Broken Cold Chain following Immunisation Session
Vaccines that have been removed from the Vaccine Porter during the Immunisation Session and
not used must be destroyed.

e Record the destruction on the Cold Chain Compliance Form and a ‘Record for the
Destruction of Pharmacy Waste’ form Appendix 4 and dispose of in accordance with the
Pharmaceutical Waste Flowchart section 16 of the SSHMP.

Inform the Occupational Health Manager

Returned Vaccine Porters and Vaccines Following Immunisation Session

e Vaccine porters containing immunisations must be returned to the Occupational
Health Department, immediately following the immunisation session completion if
within the eight-hour time scale recommended by the vaccine porter manufacturer.
If outside of the recommended eight-hour time scale — vaccines must be destroyed at the
end of the immunisation session. Refer to the current SSHMP section 16.

e Destroyed Vaccines must be recorded on the Vaccine Cold Chain Compliance Form
(Appendix 1), and the Record for Destruction of Pharmacy Waste (Appendix 4).

e Empty vaccine porters can be returned to the Occupational Health Department the
following day if the immunisation session is off site

¢ Remove and complete the Vaccine Porter Cold Chain Compliance Form (Appendix 1) for
each vaccine porter

¢ Remove and download the data logger; review the data and inform the Occupational
Health Manager immediately if there have been any temperature excursions.
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o The EasylLog data logger temperature graph are saved to the following folder on the
V:drive at V:\Corporate\Pharmacy\Pharmacy Team\Public\Pharmacy Fridge
Log\Occupational Health Vaccine Porters

o Returned vaccines must be placed in a clear plastic bag, quarantined from all other stock,
and placed within the immunisation refrigerator until the EasylLog data logger temperature
record has been reviewed by the Occupational Health Manager.

o The Occupational Health Manager will advise appropriate action to be taken.

4.8.1. Vaccine Porter Data Logger Data within Range 2-8°C

e Before vaccines can be returned to stock a visual check must be carried out to ensure
that the stock is in good condition i.e. there are no signs of leakage on the packaging.
A red dot sticker must be applied to all vaccines returned into immunisation stock.

e The returned vaccine should be placed on top of existing stock and used first at the next
immunisation session.

e Record how many vaccines are returned to stock from each vaccine porter on the
appropriate Occupational Health Department Temperature Monitoring Form.

e Update the vaccine stock record.

o Damaged stock; refer to section 4.4.

4.8.2. Vaccine Porter Data Logger Data out of Range below 2°C or above 8°C

e The Occupational Health Manager is responsible for investigating any breach in the cold
chain involving storage or administration of vaccines.

e The Occupational Health Manager must inform the Trust Pharmacy and will be
responsible for implementing any action to be taken. A Datix must be completed.

e Vaccine Porters returned empty: Check the exact time the vaccine porter was emptied;
refer to the Vaccine Porter Cold Chain Compliance Form. If the temperature excursion
has occurred after the vaccine porter was emptied, no further action is needed. If the
temperature excursion has occurred during the immunisation session or whilst the
vaccines are being stored in the vaccine porter the Occupational Health Manager must
inform Trust Pharmacy who will advise on appropriate action. Any affected vaccines must
be quarantined. Refer to 4.5

e Trust Pharmacy will instruct upon the safe handling of any vaccines that are approved for
return to stock following a temperature excursion.

e Following instruction from Trust Pharmacy any quarantined vaccines that are deemed
unsuitable to be returned to stock will be recorded on a ‘Record for the Destruction of
Pharmacy Waste’ and dispose of in accordance with the Pharmaceutical Waste Flowchart
section 16.

4.9. Immunisation Equipment

4.9.1. EasyLog Data Loggers

o When not in use the EasylLog data loggers must be stored within the immunisation
refrigerators.

o Data Logger batteries must be changed annually. A message will appear on screen when
the battery is running low; the data logger will have an amber flashing light.
Refer to the data logger user guide

o Data logger batteries are available from Trust Pharmacy, email hnf-
tr.pharmacyprocurement@nhs.net to request new batteries.

4.9.2. MediTray Cool Packs
e must be chilled for 24 hours before use
e must not be stored more than three gel packs high when normalising.
e must be stored flat
o must be replaced every 12 months
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o must be weighed every three months and the information recorded on the MediTray
Weight Record Chart. Refer to Appendix 5.

o If dropped visually inspect the cool pack for damage.

4.10. Training
Training will be provided by the Trust's Pharmacy Department.

5. REFERENCES

Safe and Secure Handling of Medicines Procedures
e |Immunisation Guidelines
Immunisation against infectious disease: The Green Book

https://www.gov.uk/government/collections/immunisation-against-infectious-disease-the-
green-book - the-green-book
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Appendix 1: Vaccine Porter Cold Chain Compliance Form

f} Improving Health Humber [W/5&3

and I"-""'IIE”I-JE”]E’I MNHE Founcation Trust

Appendix 1 i ) i

Vaccine Porter Cold Chain Compliance Form
Date of Immuni=aion Sazalon
Sagalon Baae
Vaccine Porter Number Vaccing Porter Packed Diaks: Time:
Diata Logper Humber Diata Logper Started Diake: Tims:
Diata Logpger Logging | Stopped Waming Lights | Y/M | Battery YIN | Daisc Tims:
Current Status? (Dedste ac appropriate]l | Visdbie? iCirele) | Replaced? [Cirnie]
Hame of Stalf packing Sign: Print: Dealgnation: Band:
Vaccine Porier
Detalls of Vaceine Guantity | Guantity | QGuaniity Destroyed following | Comments:
{Inciuda Batch Numbar and Expliry Daks) Packed Refumed | immunisation sasslon

Glycol Thermometer [Temperature rl!-ad-inns MUST be recorded each time the vaccine porter is ﬂpll!l'll!l:ﬁ

Timsa

Min Temp *C

Mz Temp °C

Current Temp *C

Vaccine removed fnom
POAEBT (ine. quantity)

Humber of times the vaccine porier I= Vaccine Porter smptied at | Tima:
opened during the Immunisation sasslon the sasalon

Retumed Vaccine Porter Information

Dt Logger downloaded, emperahrs YoM n: Deslgnation:
graph printed and stapled to the refevant 2 2
vaccine porter cold chain compllance form? | Thime: Print: Band-
Downloaded data logper temparatures b Sign: Designation:
within fhe recommended 2 fo 5°C range?
Print: Band:
| Dccupafional Healin Team:
* | the Data Logger readings are not within the recommended 2 fo 8°C range, contact the Senlor OccupaBonal Health Advisor
E—Tﬂ:ﬂ'mm
Red Dot applied to Sign: Daslgnation: Comments:
authorissd returmed stock
Prini: Band:
Raturmed to the waccine Slign: Daslgnation: Comments:
o Primi: Band:
Occupational Health Clinician use only.
Diatix Yes/MNo | Data: Timea: Datlx Wab Vaccine destroyed
Completed: Humber: Inec. qpuesnitity:
Comps b ‘Vaccine Pofie: Cold Chain Compllance Formms mus? be et on B uni fod 2 years from e laslentry dete All forms musl B scaneed and skoeed in,
WAHMHTTiMeScal DI i Fridge Log Heal B Complehsd Vacdne Poster Cold Chain Complance Foemes.
Humber NHS Foundstion Trust

Standand operating procedure — [mmunisation Cold Stone
Version 5 - May 2047
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Appendix 2: Quarantined Stock

uarantined Stock

Wedicabion quaraniined (Name, Form, 5 rength, Guantity):

[FEas0n Tor tuarantine:
Incommect Stock Dellversd

Damaged aiock found at sfock check
Drug Recall

[ RcTon Taken:

L] = 1

Quarantined stock must not be used unless authorised by the
Senior Occupational Health Advisor.
(only one medication per sheet)

uarantined Stock

Wedicabion quaraniined (Name, Form, 5 Tength, Guantity):

REaS0N for Guaranting:
Incommect Stock Dellversd

Damaged stock found at sfock check

Ll L]

Cuarantined stock must not be used unless authorised by the
Senior Occupational Health Advisor.
(only one medication per sheet)
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Appendix 3: Immunisation Refrigerator Quarantine Notice

IIMMUNISATION
REFRIGERATOR
QUARANTINE NOTICE

Please do not open unless authorised
by the Senior Occupational Health
Advisor.
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Appendix 4: Record for Destruction of Pharmacy Waste

RECORD FOR DESTRUCTION OF PHARMACY WASTE Humber [T H
[Retain completed sheet on Unit 2 years from date of last entry) MH3 Foudaliv Tl
Refer to Dispasal of Medicines Section 16, Safe and Secure Handling of Medicine Procedures (SSHMP)

UNIT f TEAM NAME............

Meadicines hardled a5 Schedule 283 -
PATIENTID | "
DATE OR oKetaming

= Schedule 283, Midazolam, Temazepam, Tramadol

STOCK [3) o Momphine Sulphate 10mg/Smi Oral Soin
o High Strength Potassium Chicride (Le. potassium contend greater than S0mmaliL)
« Schedule & part 1: 3l other benzodlazeines (£.g. DISZEpam, Lorazepam e, Chioniazepooe,
Zalepion, Folpigam , Fopicions,

Chsler-

SIGNATURES
(2 x SIGHATURES REQUIRED)

SE R
SO ETEH

(eepos sag)
HOSY I

Rgpueniy
B W
SNOMUEET EH-U0H

CODES:

A= PATIENT S OWN DRUGS (Brought into Unit)

G=DECLINEDWASTED INDNVIDUALLY PREPARED DOSES FROM MEDICINES ROUND. NOTE: PATIENT ID, DRUG,
FORM & STRENGTH does not have to be noted. Record as "Medicine Round Waste' (MRW) + time of medicine round.

B= WARD STOCK — EXPIRED

H=

= NS TOCE MEDS{NGMY SELT ALINIG T IO TTOH MEDSSAM)
—EXPIRED

I

D= NEMSAM- NOT REQUIRED

E= NSM/SAM — NOT TRANSFERRED WITH PATIENT

F= DISCHARGE / LEAVE (TTOs)

ENTER
= SPECIAL
MEANING
K=
L=

RecordPharmacy¥WasieFom PWRS
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Appendix 5: MT28 MediTray Weight Record Chart

MT28 MEDITRAY WEIGHT RECORD CHART

Humber m

NHS Foundation Trust

MEDITRAY NUMBER:.........
Date Weight Recorded Signature/ print name: Comments:
(Please refer to notes below)
MEDITRAY NUMBER:.........
Date Weight Recorded Signature/ print name: Comments:
(Please refer to notes below)
MEDITRAY NUMBER:.........
Date Weight Recorded Signature/ print name: Comments:
(Please refer to notes below)
MEDITRAY NUMBER:.........
Date Weight Recorded Signature/ print name: Comments:

(Please refer to notes below)

Please Note:

*  AllMT28 MediTrays must be weighed every 3 months

*  MT 28 MediTray manufacturers weight 0.6kg with a 10% allowance = 0.54kg.
MediTrays below 0.54kg must be replaced

*  MediTrays must be checked for any visible damage when weighed.
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