Introduction to MiDatabank Version 3

MiDatabank Version 3 is a major new release that has many new features. The
following is a brief summary that introduces some of these features.

New Features for the Pharmaceutical Industry:

Recording of Product-related Ml Enquiries
Recording of Product-related Complaints for transfer to QA Department
Recording of Product-related Adverse Drug Reactions
o Facility to transfer ADR data to Pharmacovigilence Department
o Facility to electronically transmit ADR data (e.g. Yellow Card in the
UK) to Regulatory Authority

New Features for Hospitals:

o Streamline the recording of enquiries

Broadening the scope to be a core tool in Hospital Pharmacy
Enable Clinical Pharmacists to record enquiries

Supporting Pharmacists with their Professional Development
Electronically transmit ADR data (e.g. Yellow Card in the UK) to
Regulatory Authority

MiDatabank Document Types
MiDatabank can create, edit and manage the following types of document

e Enquiries
0 Medicines Information Enquiries
o ADR Enquiries
o Complaints
e FAQs - Frequently Asked Question
e Projects - Documentation of Formulary decisions, Horizon Scanning etc

Medicines Information (MI) Enquiries

MiDatabank has an established mechanism to record a Ml type of enquiry. This
involves documenting the process of taking data input, performing research and
transfer of the answer to the enquirer.

With version 3 of MiDatabank, there are a number of new facilities:
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- Ascites is usually treated by using a low sodium diet and bed rest. ¥ this fails o treat the
ascites then a diuretic iz ususlly added in, Mairtenance of a low sodiumn diet i irp ortant for
therapy £o be successful

- The preferred LK licensed diuretic is spironalactone which causes less metabolic disturbances
than thiazides or loop diurstics alana. There may also be an element of aldosterone effact in
ascites hence spironolactone is the preferred agent (aldosterane artagonist).

- In patients with hepatic cirthosis w ith ascites and oedema:

- F the urinary Ma+/K+ ratiois greater than 1.0, a dose of 100mgfday is suggested by
the rmanufacturers, and i the ratio iz less than 1.0, 200-400ma’day,

- Hence advise a starting dose based on urinary sodium and potassium levels if possible,
Otherwise a starting dose of 100rmg/dsy gradually increased every 5 days a3 per
response would be suitable,

- In patients who are unresponsive to spironolactane, combination therapy with furoserride
(40- 240y daily) or metolszone may be initisted, Use of furoservide slone is only 505
effective.

- weigh patient daily, (Aim of body weight loss 0.5mafday or 1ka/day f peripheral cederna is
present).

- Monitor &Es and dose escalations should generally be stopped if the serum sodium levels
decreased to |ess than 130prmolfL or i creatinine levels rise to greater than 130pmol/L.

- No interactions with current medication and continue with current therapy,

I Show Helper Status: In Progress

l Enqho: 214

.
oMe

Taken By: 55 on 17i01/2010 11:43:00 Allocated ko:

=

Selection of
Template (ie
Header and
Footer) for the
document

Special Fields can be inserted
the Enquirer postal address,
and pre-defined Standard

Paragraphs or Standard
Responses

into the Answer. These include

Patient Details, User’s signature




Continuing
Professional
Development:

Users can add
their competencies
to an enquiry.

ose of diuretic for treating ascites in liver d

Input h MI Research h

MI Answer h

Completion l

~
l\

Time Taken:

50 =] pin __ Accent System Tine
r

Ji Competencies for Sam Smith

Choose Competencies

=10lx

Recarded Time! .
00:28:54 |

Due: 27,/01,/201

Origin: IBase Organisation

x|

EHGLE: GeneralL ewatk
=l GLFDPC : Delivery of Patient Care
GLFDPCT : Patient Consultation
[=1-GLFOPC2 : Need for the Drug
- ¥ GLFOPC2a: Relevant Patient Background
[~ GLFDPC2b : Drug History
GLFDPC3 : Selection of the diug
GLFOPC4 : Drug Specific lssues
\ GLFOPCS : Provision of Drug Product
GLFDPCE : Medicines Info and Patient Education
mFMU Management Organization
GLFMOT : Clinical Govermance
GLFMOZ : Service Provision
GLFMO3 : Budget Setting and Reimbursement
GLFMO4 : Organisations
GLFMOS : Training
GLFMOE : Staff Management
GLFMO7 : Pracurement
= GLFPC : Personal Competencies
GLFPCT : Diganisation
[z} GLFPC2 : Effective Communication Skills
- @ GLFPCZ2a : Patient and Carer
-~ GLFPC2b : Medical Staff
[~ GLFPC2c : Nurses
[ GLFPC2d : Other Healthcare Prafessionals
[~ GLFPCZe : Other Health Staff
- GLFPC2f : Immediate Pharmacy Team
[~ GLFPC2g : Mentor/tutor

"
™ 21 EOC e - C o -

|»

|
Cancel |,

=

-c77394432dbe

Print Enquiry...

il

Add Note...

data is missing

nat checked

" Show Helper Status: In Progress ]

EngMo: 214

Taken By: 53

on 17/01{2010 11:43:00

[]| anacate ta Me

Allocated to: 55

The new facilities are configurable in the MiDatabank Administration module. For
example, the screen-shot show below shows an additional category ‘Possible Q &
A’ has been added to the standard set of categories.

In addition, note that there are “‘Over-ride’ buttons that enable the text
displayed in the Helper Panel, and the Standard Search Pattern to be customised
according to needs of the centre.
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Adverse Drug Reactions (ADR) Enquiries

MiDatabank version has introduced a mechanism for capturing all the required
information for reporting an ADR to the Regulatory Authority. In the UK this
consists of submitting a Yellow Card to the MHRA
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List of Suspect standard ADR report to the Regulatory
Drugs Authority
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The industrial version of MiDatabank also has this facility as an alternative to
passing the ADR to their Pharmacovigilence department.

The report shown below is an example report that might be submitted by
MiDatabank to the MHRA in the UK. The data is electronically sent over the

internet and is a direct database to database connection that makes the process
quick, easy and efficient.



MiDatabank Sample ADR Report

YellowCard ©

Helping to make medicines safer

Suspected Adverse Drug Reactions In Confidence

MiDatabank User Name: Sam Smith
User Guid:0elbdacf-a529-40c0-99cb-7d094cd0e0ce
MI Centre:Demonstration Site

Reporter:

Mr Sam Smith
Manager
Demonstration Site
CoAcS

Avon

Email: dfsf

Title:
Local ID: 220
Global ID: 3395e8d2-0f7d-4911-a600-802fb3f2c192

Adverse Event

Serious: False

Fatal: False
Life Threatening: False
Hospitalisation:  False

Significant Disability False
Congenital Anomally False
Other Medical Event: False

Patient Details

Local Patient ID: 3395e8d2-0f7d-4911-a600-802fb3f2c192
Age: 56 Years on 29/01/2010
Sex: Male

Patient Medication
Suspected Drug(s)

Atorvastatin 40mg tablets>Lipitor 40mg tablets
SUSPECT DRUG

Action Taken:Dose reduced
Expiry: 01/01/2012

Batch:

Dose:

Route: Oral

Start Date: 03/12/2009

End Date: <None>
Prescribed For:

Notes:




Concomitant Drug(s)

Aspirin 500mg / Codeine 8mg dispersible tablets sugar free
CONCOMITANT DRUG

Expiry: 01/01/2012

Batch:

Dose:

Start Date: <None>

End Date: <None>

Prescribed For:

Notes:

Adverse Event Details

The patient has reported intense migraine and a sudden rash of septic spots.

Reporter Comments

This is not a real ADR and is shown for demonstration purposes only.

Reactions

Reaction: Septic spots
Outcome: Recovered/Resolved
Start Date: 03/12/2009

End Date: <None>

Treatment: <none specified>

[End of Adverse Event
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