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Procedure number:

Insert local SOP number

Procedure title:

Yellow Card submissions via MiDatabank version 3

Background

Yellow Card (YC) reports of suspected adverse drug reactions to the Medicines and Healthcare
products Regulatory Agency (MHRA) are an important aspect of pharmacovigilance in the UK.
MI pharmacists and technicians frequently come across adverse drug reactions (ADRs) when
answering enquiries. YC reports can now be generated by MiDatabank. This SOP covers the
reporting of ADRs by staff using the new ADR reporting function in MiDatabank version 3.

Further information and support material relating to MiDatabank can be found at:

www.midatabank.com

The ‘Good Practice Guide for Yellow Card submissions via MiDatabank V3’ is an appendix to
this SOP it summarises the reporting criteria and provides links to a range of MHRA resources

on ADR reporting.

Information on ADR reporting can also be found in the ‘Guidance on prescribing’ section in the

BNE.

Objective/ aim of procedure

To ensure:

e Good documentation is achieved for all Yellow Card reports submitted via MiDatabank.

e Standardisation of the quality of YC reports submitted to the MHRA.
e Ml staff are reminded of their professional responsibility to report all ADRs that fit the MHRA

reporting criteria.

o Ml staff report appropriately any suspected ADRs identified through their work.

Risk Management Notes

It is essential that no patient-identifiable data is included in the YC. This is to comply with patient

confidentiality and information governance regulations. Patient-identifiable data include the full

name, date of birth, the NHS number in England or the CHI number in Scotland. Local patient ID
numbers e.g. hospital number, GP practice record number, cannot be used to identify the patient
outside the organisation and can be included in the YC.

Appropriate documentation in MiDatabank ensures that YC information can be easily located at
a later date, to provide any necessary follow-up data to
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Procedure

1. Initial set-up - enabling ADR reporting in the
MiDatabank Administration mode

1.1. Ensure ADR function is launched in the
administration mode of MiDatabank by ticking
‘ADRSs’ as an available enquiry type in the
configuration screen.

>

Hame for MI System: [MiDatabank Organisat tion: Morth West Medicines Information Ce Change...

Attachment Storage Directory [\\ppunasz\Midatabank

Path of DM+D XML File |
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1.2. The ADR function will now appear on the enquiry input screen of the Enquiry manager
(top right hand side of screen with ‘eye’ icon).

2. Good Practice Points

2.1. See Appendix 1 for the Good Practice Guide

3. Input

3.1. Enter the enquiry as normal on MiDatabank (see

local SOP). If the enquiry relates to a suspected EX

ADR ensure the ADR button (top right of screen) g X

is ticked to display the ADR tab (this will only M:Databank
appear if ADR reporting has been enabled in the Recordsd Time: [
06:32:06

AN M1
Administrator mode), this can be done or undone FT  Due: 25/05/2011 (
at any pomt while the enquiry 1s open. Complete Please Indicate if this is a serious Adverse Event:

research and answer fields as for a normal
enquiry.

[ Mew Enquiry_,U_J&ork In Progress ” General Search I [ Adv. Enquiries £
= ~

3.2. Click on ADR Input tab. Enter a description of sid] ADR input Yo Bseaarenl riiancussl Earmiigion
the ADR in the top section. Type into the box or ~ |" t< ) e £
d paste from the input screen (use Advers cription
Copy an p p i ‘fou can use this box ko describe the Adverse Event in your own words {sequence of eve
toolbar Edit and Paste as you cannot use right - )
click and paste in this field). Ensure no patient- . -l o
identifiable data is included in this section.
Be Z5 oNgoseon Coea |2
Plefise Indicate if thifs a serious Adverse Event:
3.3. If the reaction is serious click on one of the tick-boxes related el
to the seriousness of the ADR in the right hand panel. g Do}
O E:ngemta\ an‘ r\a\\i/abn:rmahiy
[ ©ther importght medical event. Specify below
3.4. Click on the first tab labelled “Suspect Reactions” (left hand J

side on lower part of screen), and then click “Add Reaction”
which is displayed on the right hand side of the window.

D —— |
7 N\

Suspect Reactions r
Please List All of the ions for thisfidverse Event

ReactionText Outcome

Suspect & Concomitant Drugs r Regulatory Authority l

StartDate EndDate

‘:
P E it Reactial A

3.5. Click on “Choose Reaction” and a new dialogue box labelled “Add MedDRA Term”

appears. (MedDRA is the Medical Dictionary for Regulatory Activities, used

Suspect Reaction

Choose Reaction. -

Start Date:

EndDate
[ ]

| Inone) e

Treatment

Cancel

Mew

E £ Add MedDRA Term
f

"} suppur

| Suppuration gum

o Suppurative [abyrinthitis

Suppurative lymphadenopathy

Suppurative peritonitis, other
Suppurative thrombophlebitis

Cancel

' © Begin with:

EBX

Cam o
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internationally to describe diseases, indications and adverse reactions.) Enter the first
letters of the suspected reaction and using either ‘Contain’ or ‘Begin with’, select a term
from the list that appears. If no exact match appears, it may be worth switching the
words around to find an exact MedDRA term e.g. suppurative lymphadenitis vs.
lymphadenitis suppurative or choose the nearest term and add a free text note
explaining the exact term provided by the enquirer in the Adverse Event Description
box. Press OK and the reaction selected appears in the ‘Suspect Reaction’ dialogue
box.

3.6. Click on the arrow next to ‘Outcome’ and select one option from the drop down menu
e.g. fatal, recovered/resolved. Enter the Start Date and End Date (leave as ‘none’ if
reaction continuing) for Suspect Reactions using the drop-down calendars. If there is
more than one suspected reaction start again at ‘Add reaction’ — see 3.4 above. There
is no limit to the number of reactions that can be added.
Suspect Reaction &
—| Reaction: Suppurative lpmphadenopathy = =
| -
E . ot Recoversciiot Rasalved - StaiDle End Date ;
Cther [rone) v [none] v
Treatment:| Treatment:
Recovering/Resolving without Sequelas
3.7. Free type in the ‘Treatment’ box any treatment that was given for the reaction e.g. to

treat an anaphylactic reaction the patient may be given IV hydrocortisone, IV
chlorphenamine and fluids. When you have completed all fields in the dialogue box

click ‘New’ to accept the information.

3.8. If more than one reaction has occurred, repeat steps 3.4 to 3.7 for each reaction.

3.9. Click on the “Suspect and Concomitant Drugs” tab (in middle of the screen).
]

ReactionText

7 ——
Suspect Reactions r (Susuect & Concomitant Drugs\ r Regulatory Authority l
Please List All of the Reactions for this Adverse Event \_/
Outcome StartDate EndDate
Edit Reaction...

If drugs have been added via the medication tab on the input screen they will appear on
the “Suspect and Concomitant Drugs” screen. Remember to indicate which is/are the

suspect drug/s.

¥ ‘

Suspect Reactions

Patient Medication

Suspect & Concomitant Drugs

Regulatory Autharity

[ Suspect Drug [ e

The patient medication is repros le:ase indicate which of these items represents a suspect drug

T withdrawn
Start: | 01112010 | End:| (rone) v

Eltors) 3 SR

Batch:

Dosage: | 75mg
Route; | Oral v
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If the drugs are not already entered they can be _:
added by clicking on the “Add” button on the T

‘Suspect and Concomitant Drugs’ screen. Selecta o &= imea™™ .
drug from the Dictionary of Medicines and Devices, | S v e s e i
“DM+D” dialogue box that appears, using as much ™ e T

detail as you have e.g. strength, form, brand of | e s 4 - |
preparation. If you do not have any details choose ggggggg e

the VTM (virtual therapeutic moiety) term. If the St i s et ) v
medicine is not listed in DM&D (new, OTC, foreign) o

tick the ‘over-ride DM&D’ at the bottom of the e a0 |

dialogue box and free text into the input box. ET——
Tick the ‘Suspect Drug’ box on left  |Fesmm———tmmr——— :

hand side in yellow window, next to | mawsan = B4l Jecm EEX

Start: | 01/11/2010 | Endi| (nane) v | e O Beg ® c

each drug that is suspected to <’\ N | T

have caused the ADR. Also D/ R e
complete the ‘Presc for’ box to

Start: | (none) 5 ;| (nong) ~|

provide details of the indication for o] Pl
the Suspect Drug, the ‘MedDRA
term’ box appears.

To remove drugs, right click on the
drug and choose ‘Delete drug'.

3.10. For suspect drugs, use the drop-down menu to complete the “Action Taken” box. Add
Start and End dates where known. Add dose and route on the right hand side of the
panel, if known.

Suspect Reactions }/ Suspe
Patient Medication The patient medication is reproduced below, please indicate which of these items represent
Dosage: 75mg
2 ltems === Add ...
Raute: | Oral v
] Suspect prug Aspirin
ction Taken: | Drug withdrawn v etz
Start:| 01/11/2010 v | End: {nene) R4
et pd ey % e Dosage: 20mg
[ Suspect brag @ Gimvestatn Route: [ 3
bt | Simvastatin 20mgtablets -
stat:(none) v End:|(hone) v M
e Batch: Expi (nore) & Hyperlpasmia

Each concomitant drug can be added in the same way, but don't tick the ‘Suspect
Drug’ box next to those which are not thought to be implicated in the Suspect
Reaction. For concomitant drugs that have been prescribed long-term the exact start
dates are less important. If the start date is not known use a date corresponding to 1%
January for the year in which the drug was/was thought to be started. If you have no
idea when that was but know the patient has been on the medicine for many years e.g.
five or ten years please choose 1% January five or ten years ago and/or add a note in
the ‘notes’ box.
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3.11. The final step is to click on the ‘Regulatory Authority’ tab. The Yellow Card is
generated form this screen. Ensure the reporter details on the bottom left hand side of
the window are correct; these will reflect the details of the person who is logged into
MiDatabank and the address at which MiDatabank is registered.

Adverse Event Description Please Indicate if this is a serious Adverse Event:

Enquirer aware of ADR submission Oves Ono

he ADR Report and submit
Reylatory Authority

xample, the history.

view ADR Report for Regulatory Authority

peeser ] 1 confirm th TS =
untry Code[5E © Not Submitted
Reason not
submitted:

1 [Fristine randali@irippu.nhs ok

3.12. If for any reason an alternative individual is to be designated as the reporter select
“Other (Please specify)” and a new screen is displayed. Enter the details of the
alternative reporter. This may be desirable if the reporter logged into MiDatabank is a
temporary or short term member of staff, in these circumstances the MI manager would
be an appropriate alternative reporter. This ensures that if further information is
requested by the MHRA at a later date the reporter’'s email address is still valid.

3.13. The Yellow Card report is not valid unless all the compulsory fields are completed
(patient details (age), reaction details, suspect drug details and reporter details). If any
of these fields are not complete advice will appear in the ‘Missing compulsory data’ box
on the right hand side of the screen. Complete the missing fields.

3.14. Before the report can be submitted to the MHRA, the MiDatabank user must view the
report. This is done by pressing the “View ADR Report for Regulatory Authority” button
in the Regulatory Authority tab. This results in a new window displaying the YC report.
Check the YC for completeness and accuracy.

L [2]X]
Adverse Drug Reaction Rej
ecroniclly Submit ADR Reportto Regulatay Authorky cose MiDatabank [ ]

Save Report... Print Report.._]

ecordod e
oors insn

2 serious Adverse Event:

Verdena

b rocepacy

If you are unable to uss ank Ef ave this report as a PDF
I the PDF jov.uk

YellowCard

Helping to make medicines safer

Suspected Adverse Drug Reactions i Confidence

MiDatabank User Name: Chrisine Randall a submit
User GuIC53220:4-b000-4306-6200-1442433001a ty

i tre

Repoter

Chiistine Randall

Senicr medein fion pharmaci
North West Medicies Informalion Certre
70 Pemorake Place

Emailchistine rangall@lippu.nns uk uthority.

lomitted
Tile: Possible ADR - lesding following low dose aspiti t Submitted
Localll

D 67044
GlobalID: 04a3773-3147-4cab-bha7- 493751 acesal

Adverse Event

False
False
True

False
Cang maly  False
OtnerbedicalEvent:  False

Patient Details

Local Patient ID: 014aaT73-a14¢ 4cab-bod7-49a751 aceBa0
Age 48
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3.15. To submit the report click on button labelled ‘Electronically Submit ADR Report to
Regulatory Agency'.

T
| e2BReport | { Electronically Submit ADR Report to Regulatory Authority H Close ]]
] Print Report... -
A
2

3.16. You should receive an automated notification from the MHRA to indicate that your YC
has been successfully received. This may take several seconds. Your submission is

now complete.

If your submission has not been successful you will get
an error report — see below. The wording in line three will ADR Report uploaded sucessfully.

vary depending on the type of error. If you receive an ko iy seciontshike s
error message the report should be saved as a pdf file ]

and emailed to the MHRA using the following address
miyellowcard@mbhra.gsi.gov.uk.

Technical Error with Electronic Submisssion

There is & tzchnicd problem contacting the Reguatory futharity web-sarvice on htkps:/fehr-services.mhra, gov, ukideFault asmx
This could be a lacal IT issus, of the web-servics provided by ths Reguiskary Authority may nok ba currantly availabis:
The remate server returned an error: (400} Bad Request,

-- Please save the ADR report as 3 PDF and emal this to the Regulatory Authority--

Lo

3.17. Each YC report is automatically assigned an individual registration number by

MiDatabank, this number will be used by the MHRA in any future correspondence. This
number is the ‘Global ID’ number and it is appeard on the YC. It is important that this
number is always quoted in any further correspondence with the MHRA about the YC

report. The local ID is the MiDatabank enquiry number.

Title: Possible ADR - hleeding following [ow dose aspirin
Local ID: 67044
= Glohal D Ofd4aar773-aldt-dcab-bhd7-49a751 acebal

3.18. Finally complete and close enquiry as usual. The image of the YC is stored by

YellowCard

Helping to make medicines safer

@

MiDatabank within the enquiry record and can be viewed by searching for the enquiry.
Search for the enquiry either by using Keywords in the normal way or by searching for

2 MiDatabank - [General Search (Full Text Search Enabled)] [BEE
M File Edic Windows Help BEES
[ How Enquiry ]| Work in Progress | psmevmbwemail_ . Enauiies Search | Chiistine Randall (CIR) MiDatabank

Keywor te Range | Global ID D)
Find Do

Incude  Include

ADRMI

® ano
O or

\—-E [J Projects

Se Eo

Question Enquirer Receive d atich Notes Number Completed by Med Infa

the Global ID using the tab on the ‘General search’ screen.
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3.19. To find enquires that include a YC submission ensure that the ‘Include ADR’ box is
ticked on the search screen. If this is not ticked no enquiries including YCs will be
found.

 (Full Text Search Disabled)]

Question | Enaurer | Receive d attch, Notes Number | Completed by ed Info
(® Combined oral contraceptives - why contra-indi... Arkwright 12/0472011 201 *

4. Follow-up data

4.1. The MHRA may require follow-up data for a YC report, especially if data on the initial
report was incomplete e.g. dates not included, or further clarification or outcome is
desirable if the reaction is serious. The MHRA will use the Global ID number as a
reference for the YC report. The MHRA will contact the YC reporter if follow up data is
required. Currently this is by letter, but will be by email at some point the future. To
supply the requested data it may be necessary to contact the original enquirer. This
should be done as soon as possible. Any follow-up data should be emailed to the
MHRA using the address miyellowcard@mhra.gsi.gov.uk - if the MHRA receive the
information by email it removes the need for it to be scanned into their database. The
YC reference number/Global ID should be included in all follow-up correspondence.

If it proves impossible to obtain the further information within a reasonable timeframe
(e.g. two months) let the MHRA know via the email above. It is not necessary to keep
MiDatabank ADR enquiries open just in case follow up is requested, as all the YC
information is retrievable from the archived report.

5. Responsibility
5.1. When pre-registration trainee pharmacists are on MI rotations, the training or

‘responsible’ Ml pharmacist must ensure complete capture of ADR information
including:

5.1.1. Suspect drug name with start and stop dates.

5.1.2. Suspect reaction with start and stop dates plus outcome.

5.1.3. Full medication history.

5.1.4. Patient details — gender, age and initials.

5.2. Pre-registration trainee pharmacists are included on the MHRA list of allowable
reporters so may include their details as reporter on the YC submission, but only under
the supervision of a qualified pharmacist.

5.3. The training or ‘responsible’ Ml Pharmacist must cover during training the need for pre-
registration trainee pharmacist to forward any letters or emails from the MHRA to M,
for them to deal with appropriately including any follow-up requests. If the pre-
registration trainee pharmacist is not available, it is the MI pharmacist’s responsibility to
complete the follow up. If the pre-registration trainee pharmacist is close to the end of
their pre-registration period at the time of reporting and due to leave the hospital it may
be desirable for the report to be submitted by the Ml manager.

6. Quality Assurance (QA) Audit
6.1. QA Audits in future will assess:
6.1.1. How many ADR enquiries were reportable as YCs.
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6.1.2. How many YCs were actually submitted via MiDatabank.

6.2. Peer review/preparation for QA Audits:

6.2.1. Search ADR enquiries in MiDatabank over the previous month for example.
Assess how many of these were reportable compared to the actual number
of YCs submitted.

6.2.2. Raise awareness via training sessions on identifying ADRs and assessing
whether they fit the YC reporting criteria.
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