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How to order Prolia® (denosumab)

Prolia® can be delivered directly to your practice within 24 hours.
To order, contact Movianto UK - Product code 9001231.

Telephone: 01234 248631 (08:30 to 16:30 Mon-Fri)
Fax: 01234 248705

Email: orders.ukl@movianto.com

Alternatively, Prolia® can be provided to patients through retail pharmacy by writing an FP10.

How to store Prolia®

Prolia® should be stored in a refrigerator (2°C - 8°C). Do not freeze. Keep the pre-filled syringe
in the outer carton to protect from light.

Prolia® has a shelf life of 36 months and may be stored at room temperature (25°C) for up to 30
days in the original container. Once removed from the refrigerator it must be used within this 30
day period'.

For further information contact Amgen medical information

Telephone: 01223 436441
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Prolia® (denosumab)

Prolia® is indicated for the treatment of osteoporosis in postmenopausal women at increased risk
of fractures. Prolia® significantly reduces the risk of vertebral, non vertebral and hip fractures.

Administration of Prolia®

The recommended dose of Prolia® is 60 mg administered as a single subcutaneous injection once
every 6 months into the thigh, abdomen or the upper arm. Administration should be performed by
an individual who has been adequately trained in injection techniques. Hypocalcaemia is a
contraindication and patients must be adequately supplemented with calcium and vitamin D.
Clinical monitoring of calcium levels is recommended before each dose and, in patients
predisposed to hypocalcaemia, within 2 weeks after the initial dose. Regular monitoring of calcium
levels is especially important in patients with severe renal impairment or on dialysis. Measure
calcium levels if suspected symptoms of hypocalcaemia occur.

Ensuring subsequent doses are administered

Prolia® is often initiated in secondary care with the responsibility for the administration of further
doses subsequently transferred to primary care2s3.

It is critical to enter Prolia® correctly onto your primary care clinical system for patients to be able
to receive subsequent doses within the recommended time frame.

This guide has been designed to help you enter Prolia® correctly into INPS Vision specifically
following initiation in secondary care.

In addition, this guide will show you how to create a search to identify patients for whom Prolia® is
due or overdue. This should be run on a monthly basis. Instructions are also included on creating
a recall system for Prolia® patients.



Ensuring the right patients are identified and treated to impact your
Osteoporosis QOF outcomes

2014/2015 - Osteoporosis: Secondary Prevention of Fragility Fractures

Achievement

Indicator Points thresholds

Records

0SToo04. The contractor establishes and maintains a

register of patients:

1. Aged 50 or over and who have not attained the age of

75 with a record of a fragility fracture on or after 1 April

2012 and a diagnosis of osteoporosis confirmed on DXA 3
scan, and

2. Aged 75 or over with a record of a fragility fracture

on or after 1 April 2014 and a diagnosis of osteoporosis

NICE 2011 menu ID: NM29

Ongoing Management

0SToo2. The percentage of patients aged 50 or over and
who have not attained the age of 75, with a record of
fragility fracture on or after 1 April 2012, in whom
osteoporosis is confirmed on DXA scan, who are
currently treated with an appropriate bone-sparing
agent.

NICE 2011 menu ID: NM30

3 30-60%

0SToos. The percentage of patients aged 75 or over

with a record of a fragility fracture on or after 1 April

2014 and a diagnosis of osteoporosis, who are currently 3 30-60%
treated with an appropriate bone-sparing agent

NICE 2011 menu ID: NM31

Disease register

Although the register indicator 0ST004 defines two separate registers, the disease register for the
purposes of calculating the Adjusted Disease Practice Factor is defined as the sum of the number
of patients on both registers.



In order to ensure the QOF Osteoporosis indicators are met it is imperative the below information is
correctly Read coded from the hospital discharge letters.

If information is missing the hospital department should be contacted to establish the information.

* DXA Scans - When entering the DXA scan result, make sure that you check the
recommended recall schedule for the patient. This date could be between 2 and 5 years,
depending on the individual patient’s circumstances.

Pages 7-8 show you how to create a system wide recall for DXA scans and Read code the
scan correctly

* T-Scores - Page 7 shows you how to enter T-Scores correctly

* Fragility Fractures - unless fragility fractures are entered the Disease Register
incidence will be affected, this will in turn affect the value of each QOF point for the
osteoporosis domain.

» Maedication - If Prolia® is incorrectly entered this will affect indicators 0ST002 and
0STO005 as these patients will appear to be on no medication.



Coding the DXA scan result for Osteoporotic patients

Depending on your workflow and practice processes you may code your DXA scan results before
during or after you scan the paperwork or when you receive the result electronically.

If the OCR workflow doesn’t pick up a Read code then an osteoporotic code if applicable can be

entered

The codes below can be entered as part of your scan workflow or as a Read coded entry if the

patient is osteoporotic.

Hip DXA scan result osteoporotic

Lumbar DXA scan result osteoporotic

Femoral neck DEXA scan result osteoporotic

58EG.
58EM.
58EV.

These Read codes will populate your QOF domain for Osteoporosis if a Fragility Fracture
code has also been entered and the patient is aged between 50 and 74 years.

A T-Score value can only be entered through using Read codes that are aligned to numeric results.

These codes are shown below:

Hip DXA scan T score
Lumbar spine DXA scan T score
Femoral neck DEXA scan T score

Identify the correct patient in the normal way

1. With a patient selected and an open consultation, select the Journal tab.

58EE.
58EK.
58ES.

]

Initial Filter

Al pate
2 Froblems

| Description

A 142 Consultation 1510705

2] @d 3 Diug Allergies & Adverse

[#-E) 16 Recalls and Revisws
-B Patient Preference

- He 111 Medical History

r- ¢ 131 Therapy

o ¢4} B Litestyle

714 23 Evamination Findings
@) Immurisations
-2 Miscellaneaus

-0 33 A Test Results

-4 Mew Regishation Exam
2 well Persan Clinic

@@ 10HP Interventions

/7 Eidery

#-R 1 Diseass Registers

A Asthmns

< i} | =

el )
7+ Outstanding National Su...
& Health promotion
Health Pramotion out of date
Health Promation data inconsist...
@ Immunisations Due in Ne...
Poliomyelitis 13t 12/03/1922 o/d
Tetanus 15t 12/03/1922 o/d

¥ {[1910/08

QP Evam. of cardiovascular syst@EEEUNNTHILI LT

FH Mo FH: Cva/Stioked/TIA of
FH Mo FH: Ischasmic heart dise
o Moknown alergies of Ang
WP Cardiac disease menitoring
@ Cordiac diseass monitoring
[ [DIPeripheral oedema Absel
& Diet - patient initiated E ating|
Sy Advice to patient - subject A
& Health ed. - diet given on Di
B H/0: dug alleray Certsin Mol
R Hypertensive Disease Flace
FF Height 163 meties 0/E - b
& weight 728 kgs BMI 27.4
@ Health education offered for
@ Health education offered for
@ Health education offered for
G Health education offered for
@ Health education offered for
@ Health education offered for
@ Health education offered for
¥ Lite testotaler Tectotaller
7 Never smoked  Newer smok
"s Enjoys light exercize

H; Adull screening

Hag H/D: viralllness

- Find Read Cade

Code Search Tesh
|58E. [

Eind

Fiead Hierachy I~ Display from Formulary T Display By Keyword

Appeintments | Patient Select | Patisrt Detais | Problems | Consutations * Joumal | Fikered | Summary/Gid | Tests | Therzpy | Guideines |

aK

Cancel

Help

(-[2] 58ES. Faream DxA scan result ostecpenic
[E155E6. Heel DA scan

+[2158E7. Heel DA scan Z score

+[2158E8. Heel DA scan T seore

+[2158E9. Heel DA scan result nomal

—@ BOEA. Heel 0¥ scan result osteoporotic
{[2] 58EB. Heel DiA sean result ostenpenic
[E155EC. Hip D24 scan

F[E153ED. Hip D4 scanZ score
+[2158EE. Hip D4 scan T score
—@ R8EF. Hip DA sean result namal
S Ey|55EG. Hip D [EEE oroli
F-[B 58EH. Hip D4 scan result ostecperic
FI2159E1 Lumbar spine DX scan

Synonyms: ™ Display Synonyms

) B

=

H; Influenza vaceinalion
H; Patient reviewsd at hospital
Hg Eczema MOS

[ Read Term - Add

Ir>
2. Type a Keyword in the Read Term Add box at the base of the screen - press the Enter key. If
the Read Term box is not visible, start typing and it will appear automatically.
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3. Double click in the Read Term Add box and type in the correct Read code for the DXA Scan.

¥ Dexa ScanfBone Mineral Density - Add 0 Recal I = ok | X Carcel | ¢ Help I
Date of Test Resul: Clinician: I~ Private Fiead Temn: Walue
|15 September 2074 IDr-’:'O-U.\shr |\ % In Practice IESEG.UD Hip DA, scan result osteoparotic ;I = = o -
Fesult Qualiier: MNotes: Mormal Rang
|<Nnne> ;I Framm: To Brasiz of Namal Range:

’V| | <MNone» ;I

You can add the T-Score in the value box if appropriate.

Click on Recall and follow the instructions on page 10 to create the DXA recall

The table on page 9 shows a full list of Read codes that can be used to code all DXA results
including normal and Osteopenia results.



Forearm DXA scan 58EO.

Forearm DXA scan Z score 98E1. Yes
Forearm DXA scan T score 58E2. Yes
Forearm DXA scan result normal 58E3.

Forearm DXA scan result osteoporotic 58E4.

Forearm DXA scan result osteopenic 58Eb.

Heel DXA scan 58E6.

Heel DXA scan Z score 58E7. Yes
Heel DXA scan T score 58ES8. Yes
Heel DXA scan result normal 98E9.

Heel DXA scan result osteoporotic S58EA.

Heel DXA scan result osteopenic S58EB.

Hip DXA scan 58EC.

Hip DXA scan Z score 58ED. Yes
Hip DXA scan T score S58EE. Yes Yes
Hip DXA scan result normal 98EF.

Hip DXA scan result osteoporotic 58EG. Yes

Hip DXA scan result osteopenic 58EH.

Lumbar spine DXA scan S8El.

Lumbar spine DXA scan Z score 58EJ. Yes
Lumbar spine DXA scan T score 58EK. Yes Yes
Lumbar DXA scan result normal 58EL.

Lumbar DXA scan result osteoporotic 58EM. Yes

Lumbar DXA scan result osteopenic 58EN.

DEXA scan T score 58EP.

Femoral neck DEXA scan 58EQ.

Femoral neck DEXA scan Z score 58ER. Yes
Femoral neck DEXA scan T score 58ES. Yes Yes
Femoral neck DEXA scan result normal 58ET.

Femoral neck DEXA scan result osteoporotic 58EV. Yes

Femoral neck DEXA scan result osteopenic S58EW.



Adding the recall for the DXA scan

After the DXA scan has been entered, set up the recall.

1. Press “Recall - Add”

2. Enter "Recall Date”; which could be 2 or 5 years, depending on your local guidance

when the following screen appears :

Recall - Add

Set Up Date: Clinician Setting Fecall:

|30 September 2014 | Dt &t o
Fiecall Status:

Lo

IDutstanding
Read Term for Recall Trigger:

IEBE..'I'I DERA - Dual energy #-ray photon absorptiometry

Recall Date: Clinician to Action Recall

K

ENERE] | Dr 32 s

Read Term for Recall Reason:

Cancel

|58E..11 DExd, - Dual energy =-ray photon absorptiometiy

Help

3. Click OK to complete the recall

| lElElE

The entry is visible from the “Recalls and Reviews” section of the patient record, and will change
colour from green to red when overdue. The notes entered are also visible from the “Journal”.

] Consultation Summary Guidelines Add  List  View window Help

Pt ® A e+ N0 DDI KD & 8.

@ =l F

£I Appointmentsl F‘atientSeIectI PatientDetaiIsI Problemsl Consultations ¥ Joumnal I Filteredl Summal}la’GridI Tests I Thelap}ll Guidelinesl

----- Initial Filter A

10

) Date | Drezcription | Priarity | Clinician |
] 2 Problems . 30409414 ) Recall on 3040942019 for DEXA - Dual energy ¥-rap phaton abzorptiometry with Dr David Burtan Status: DB
----- 134 Consultation Dutstanding
- 1 Drug Allegies & Adverse | |120813 7 Serum calcium = mmal/L
B0 44 Becalls and Reviews 0 Recall on 22242013 for Serum calcium with Dr David Burton - Status: Outstanding
""" Patient Prefersnce 19/10/05 @ O/E - pulse rste B0 beats/min M
SI} gg;]_e::[:;r istory o Diet - patient ilnitialted Eating habits: Moderate DE
[]é& 10 Liestyle = (%? Health ed. - dn_at aiven on Diet
% 41 Examination Findings @ Health educat!on offered for FH of CW¥D or IHD JM
#-@ 1 Immunisations @ Health education offered for FH of C¥D or IHD
_____ B Miscelaneous @ Health education offered for FH of C¥D ar IHD DB
-8 75 A0 Test Results @ Health education affered for CHD JM
..... A Mew Registration Exam @ Health education offered for CHD
@ whell Person Clinic @ Health education offered far CHD
- 28 HP Interventions = @ Health education offered far CHD
----- [ﬂ Elderly @ Health education offered for CHD o]}
. ¥ A Micazea Panictars Ao Umalble i sm b =B Fee CLT

L




How to record Prolia® correctly on INPS Vision

The step-by-step instructions will guide you how to

Step 1 - Record an initial issue of Prolia® given in secondary care.

Step 2 - Set up a recall for each Prolia® patient to ensure subsequent doses are not missed.

Step 3 - Set up a recall for a pre-injection calcium blood test

Step 4 - Set up a search to proactively identify patients that may be overdue a repeat dose of Prolia®
(this step is only ever carried out once, at initial system setup)

All 4 steps must be followed the first time the system is set up.

We have also included some guidance on adding Prolia® that is administered in practice following
the initial administration in hospital by updating the original repeat master. This ensures future
doses are linked to the initial therapy.
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Step 1 - How to Record an initial issue of Prolia® given in secondary care

1. Add a New “Repeat Master - Add" for Prolia® as below

2. When choosing the “Source of Drug”, use the drop down list and select “By Hospital”

\

[ Repeat Master - Add I o X Cancel | ¢ Help
Date Presciibed Presciiber: Erer I Pipdnn ¥ Dispensed
I sy 23 | =] [By Hospa 5| (mi e | s
Diug._§+0

Batch]
PROLIA ini soln B0ma/ Tl Repeats Batchl™

[Pty Bisgmrian

Repeat Untl Date:
Pack Size:

Dgsags

i [prefiled disposable nection

5 Iieat Days
] [1-00000 indi | [160

A5 DIRECTED

|45 DIRECTED]

Agtion Group:

Days Betuween lssues
Min Max
e-authorise

[Bisshosphanates and cther dugs affecting bone metabolism

[No drug allergy status recorded.

3. Change the "Date Prescribed”, from the default setting of today’s date,
to the date Prolia® was administered in hospital (e.g. “01 July 2013")

4.. Change the “Treat Days” to 180

The exact date of the administration of Prolia® should be available from the discharge summary or

hospital letter.

Prolia® is now recorded and will be given a “bowtie icon” and stored under inactive repeats

2

Appgmtmentsl PatﬁtSelactI Fat\eﬂtDeta\IsI*blemsI Qonsullahonsl Joumall Ellteledl §ummary.fGr|d| Testz * Therapy |

Iritizl Filter
--[] & Problems
@ 117 Congultation
-_Q: 3 Drug Allergies & Adverse Re
- 35 Recall: and Reviews
B Patient Preference
=My 38 Medical History
[+ 77 Therapy
¢ 5 Lifestyle
- 31 Examination Findings

Currenll Scripts IHepaats B BT x .o (9@ & % 0 B » « AddMedication Review

| Last lssued| Drug [1ss | Max | Dosage o Freparation | &

[[] Mot lssued  pedd PROLA in soln G0mg 1 ml 1 AS DIRECTED 1 pl_e'ﬁl!ed dispozable 01
Injection

[ 04022002 [ R&MIPRIL caps Smg 393 OMEEVERY Day 28 capsules I3

[ 0470272002 [ ATENOLOL tabs 25mg 2 33 OMEEVERY DAY 28 tablets 2€

[ 15/03/2001 [ ATENOLOL tabs 100mg 1 93 OME EVERY D&Y 1 0OF 1t

[ 1720172000 B CAPSAICIN cm 0.025% 1 33 TOBE APPLIED A5 1 Packof 45 gram(s] (¢

DIRECTED

This will ensure the medication is now correctly entered within the patient record and qualifies for

QOF.
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Step 2 - Set up a recall for each Prolia® patient to ensure subsequent doses
are not missed

Open the patient record (if not already open), for the patient where Step 1 has been carried out
1. From the Toolbar select Add. From the dropdown menu select Recalls

2. Complete the diary entry at the bottom of the screen shown below using the code “8BIX
Drug treatment still needed” as the “Read Term for Recall Trigger”.

)

O Recall - Add / @f MNiokes I B Letter | [ Ok | X Cancel | ¢ Help

Set Up Date: Clinician S etting Recall: Read Term for Recall Trigger: Recall Status:
|22 pug 2013 [Drie— | |8BIX00 Drug ieatment stil needed [Guestanding El
Recall Date: Clinician to Action Recall Read Tem for Recall Reagon:

r—) [0 Jaruary 2014 [o —— =] [&81.00 Drug teatment il needed

3. Calculate the “Recall Date”: which is 6 months from the date of administration of
Prolia®.

[t is crucial that the correct recall date is entered above.
4. Click on the Notes button and add additional information as below:

]

Free Text

Fiequirez Prolia Injsction to be done in practice

Claze | Catcel |

The entry is visible from the “Recalls and Reviews” section of the patient record, and will change
colour from green to red when overdue. The notes entered are also visible from the “Journal”.

3dd List Repeats WVew Window Help

PO D IE K S | 2B

Appgmtmentsl F‘atlenlSe\eclI PatleﬂtDela\lsI Elob\emsl Consultations * Joumal IElIteredI ﬁummaryfﬁndl Tests | Therapyl Gg\dehnesl » Cumrent Consultation

Date | Description ‘ F'Huﬂlyl Clinician | #% Repeat PROLIA inj soln 60ma/imi
220713 ) RAecall on 01/01/2014 for Drug treatment shill nesded with Dr Status: Outstanding  Prolia Injection Due in Jr
Surgery Intervention

@ 0170772013 Repeat PROLIA inj saln B0magATml maxinum 1
allowed Supply 1] pre-filled disposable injection 45
DIRECTED

C3 Recal on 01/01/2014 for Drug treatment still needed with Dr

= Status: Dutstanding Prolia Injection Due in

18407413 % Repeat PROLIA, inj soln B0mg/1ml masimum 1 allowed Supply (1] pre-filled disposable injection A5 DIRECTED
Hy Ostenparosis
Hd Osteoporoziz

0107413 % Fepeat PROLIA, inj soln 60mg/Tml maximum 1 sllowed Supply (1] pre-filled disposable injection A5 DIRECTED
E Repeat PROLIA, in soln B0ma/1ml maximum 1 allowed Supply (1] pre-filled disposable injection 45 DIRECTED Surgery

19410405 Hi Blood sample taken S
H; Mursing care

H; Hursing care
L R T

[

FF

w

3m m o
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Step 3 - Set up a recall for a “Pre-injection calcium blood test”

Clinical monitoring of calcium levels is recommended before each dose and, in patients
predisposed to hypocalcaemia within two weeks after the initial dose.

After the Prolia® recall for the next injection has been entered, set up the recall for the next
pre-injection calcium blood test.

1. From the Toolbar select Add. From the dropdown menu select Recalls

2. Complete the diary entry at the bottom of the screen shown below using the serum calcium code
“4418. Serum calcium” as the “"Read Term for Recall Trigger”.

| X Cancel | % Help

O Recall - Add Notes | B0 Later | [ 0K
Set Up Date: Clinician Setting Fecall: Fiead Term for Recall Trigger: Fecall Status:
|22 August 2013 IDr'r Lo lwiln ;I |44\8.UU Serum calcium IDutstanding ;I

Fead Term for Recal Reason:
;I |44IE.DU Serum calcium

Clinizian to Action Becall
[Drl apes 8 oo

Fecal Date:
1412413

3. Enter "Recall Date”- which should be set 1 month before the injection is due to allow time for the
patient to be contacted and the test results to be received.

4. Click OK to complete the recall

The entry is visible from the “"Recalls and Reviews” section of the patient record, and will change
colour from green to red when overdue. The notes entered are also visible from the “Journal”.

"] Comsultsbion  Summary  Guideines  Add  List View  Windaw  Help

PR A0 @ +N0 00T koo 8.

® =il =

£I Appointmentsl PatientSeIectl PatientDetaiIsI Problemsl Consultations ¥ Joumal IFiIteledl Summar_l,la"GridI Tests I Therap_l,ll Guidelinesl
: lz'tl'jal ';':te{ A Date | Description | F'riorit}l| Clinician |ﬁ
%‘ BBU'DC;;“jltatim 22/08A13 () Recal on 01/12/20013 for Serum calsium with Dr -w - 59%  Status: Outstanding L5
14/01/11 & DICLOFEMNAC SODIUM ec tab 25mg Supply [ 28 1tablet TAKE OME Tw0O OR THREE TIMES & D&y

@4 3 Drug Allergies & Adwverse

1 42 Becall: and Reviews
Patient Preference

He 113 Medical Histary

& 606 Therapy

0G4 7 Lifestyle

& SIMVASTATIM tabs 20ma Supply [ 28 ) tablet TAKE OME AT MIGHT
é H/0: drug allergy Abzolute Moderate Allergy to FARACE TAMOL caps B00mg causzing O/E - mouth razh
é H/0: drug allergy Likely Moderate Allergy to ASPIRIM disp tab ¥5mg
1910/05 B lssue 1 INSULIM ASPART HUMAN PR in 100 iu/ml Supply [ 5]10ml vialls] AS DIRECTED
% Fiepeat INSULIM ASPART HUMMAM FYR inj 100 udml Lazt iszued: 20/05/2003 lzzued: 1 maximum B

leniimAd Chammd FE VA el inliad AT MIDCCTER

JM
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Step 4 - Set up a search to proactively identify patients that may be overdue

arepeat dose of Prolia®

NB: The creation of the search needs to be done once only.

This will show all patients that are either due a subsequent dose of Prolia® or are overdue.

1. From “Search and Reports”, set up an new “Ad Hoc Search & Reporting” to find
patients with a Recall within your defined time scale.

[l Search and Reports

Reports  Age Bands  Wiew Help

LT R R YA EEEEIE=

Target Reports

Referral Reports

Capitation Reports

Health Promotion Banding Reports
Drug Usage Reports

Cervical Cytology Recall Searches
Carer Reports

Ad-hoc Search & Reporting
Groups

2. Select "Recalls” as a search entity.

Templates Mew Ad-hoc Search E Prob Populate
Patient Reports Diabetes Searches

([JAsthma Searches
[OReferrals Today

Select From Group

F&dditional Patient Data
(B3 Consulkation

(B Froblers

Therapy

Immnunisations
[P=Fecall: and Reviews

E. D ata Ertry Cautions

Referals and Requests
58l other Clinical Data
Test Data

log Data

e

. Repeat Medication Feview

Cancel

Help

add
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3. Under “Selection”, select "Read Code for Reason” and the code used when setting up
the Recall code “8BIX Drug Treatment Still Required”

M Criteria Select

Full | Review I

Remave &l |

Cancel |

Help I

\ ox

—Recal

Recall

D ate for recall
|z Between T-1m (IMC] &nd T+1rm [INC
Read code for reason for recall
LOF Type BBI:.00 Diug eatment sl ne

Diate for recal

 Equalz
" Before

After:

Before:

o Add New I

1 ffter

" MotEquals % Range

IT Im ¥ Inclusive

IT +1m ¥ Inclusive

Delete |

Nl

V'

$~

Cancel |

Check the “Range” button

Type “T-1m" in the after "After”
field and tick the “Inclusive” box

Type “T+1m” in the after “After”
~————"field and tick the “Inclusive” box

EARCH: Prolia Injection due
File Edit Mantenance Help

Search Input

Graup Input:

Report Qutput|standard Report

Sl | Group Output:

|PHDLIA PROLLA INJECTION DUE

Search Details

Selections Add Enfity

Report Details

Add Enfity |

Lis Between T-1m INC] And T+1m [IMNC)
Read code for reason for recall
Lof Type 8B1x.00 Drug treatment still nesded

|:D ate for recall

Group Output

earch Details ||| [Report Details |
Patient Details ; Patient Details (A1)
Qﬂ Recal 2 Recall [Matches)

Group Hame: Group Description:
|PROLIA |PROLIA INJECTION DUE
$ALLPTS Patient Wwith Pvd.Chd Or Stroke & Tia |
$a4UD 000004 Patients Aged 74 And Over ‘with Pulse Not Taken Sin m
$alD000005 Total Practice Population =
$411D00000E Patients with Diabetes
$a4UD00000F Patients ‘Wwith Diabetes ‘With Last Bp »= 140490
$allDo0oo0o) Patients with Diabetes And Alcohal Intake Becorded
$4110000000 Patients \with Diabetes With Last Hbalc > 85
$a11D00000R Patients iwith Diabetes &nd Hbalc Mot Recorded In L
$allDO000c:- Patients twith Diabetes And Tfts Mot Recorded In La
$aUD0000my Patierits with Diabetes And UEEs Recorded In Last 1
$411000001 4 Patients with Diabetes And Foot Pulses Recorded In
$alD000m s Patientz 'with Diabetes &4nd Foot Pulses Mot Recorde
$al0000010 All Female Patients el
Ok I Cancel | Help |
— Match on all or, any
Do pou wish to include patients if a
match is found on any entity, or only if C WatchAny (B | e e |
matches are found on all zelected = Katch Al
antities. Cloze | Help Save As |
4. Double Click into the "Group Output” field, and create a "Group Name” - "PROLIA” and

“Group Description” - “PROLIA INJECTION DUE”

5. Save the search as normal.
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Running your search

On a regular monthly basis it is important to run your search to ensure patients are recalled for
their Prolia® injection.

Adding future Prolia® patients to INPS Vision

The next time new Prolia® patients, from hospital, are added to INPS Vision only
Steps 1, 2 & 3 need to be followed

Step 1 - Record an initial issue of Prolia® given in secondary care
Step 2 - Set up a recall for each Prolia® patient to ensure subsequent doses are not missed

Step 3 - Set up a recall for a “Pre-injection calcium blood test”
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Updating the Repeat Master

This section includes guidance on adding Prolia® that is administered in practice following the

initial administration in hospital by updating the original repeat master.

This ensures future doses are linked to the initial therapy.

(NB: The floating toolbar will appear once you click and drag Prolia

M Copy of Initial }

£

1. Show all inactive repeats

2. Drag the line with Prolia® on to the floating toolbar top left icon

£

Ey

‘)

E?Q mentsl tient Selectl Patient Delailsl Pr msl ansultationsl Qnumall Eilteredl ﬁummary.f'ﬁridl Testz
----- Initial Filter £ - —
""" 5 Problems Another Scripts IFlepeats EE BT H « o e s 5 B » « addMediatio
..... ® 117 Consultati t lssued| Drrug |1ss | Max | Dosage | 0...| Prepar

]:@5 3 Drug Allergieswrrareree e
t-- L3 36 Recall: and Reviews
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PROLIA® (denosumab)

Brief Prescribing Information

Please refer to the Summary of Product Characteristics (SmPC)
before prescribing Prolia. Pharmaceutical Form: Pre-filled
syringe with automatic needle guard containing 60 mg of
denosumab in 1 ml solution for injection for single use only.
Contains sorbitol (E420). Indication: Treatment of osteoporosis
in postmenopausal women and in men at increased risk of
fractures. Treatment of bone loss associated with hormone
ablation in men with prostate cancer at increased risk of fractures.
Dosage and Administration: 60 mg Prolia administered as a
subcutaneous injection once every 6 months. Patients must be
supplemented with calcium and vitamin D. No dosage adjustment
required in patients with renal impairment. Not recommended
in paediatric patients under 18 years of age. Contraindications:
Hypocalcaemia or hypersensitivity to the active substance or to
any of the product excipients. Special Warnings and Precautions:
Hypocalcaemia: Identify patients at risk for hypocalcaemia.
Hypocalcaemia must be corrected by adequate intake of calcium
and vitamin D before initiation of therapy. Clinical monitoring
of calcium levels is recommended before each dose and, in
patients predisposed to hypocalcaemia, within 2 weeks after the
initial dose. Measure calcium levels if suspected symptoms of
hypocalcaemia occur. Renal Impairment: Patients with severe
renal impairment (creatinine clearance < 30 ml/min) or receiving
dialysis are at greater risk of developing hypocalcaemia. Regular
monitoring of calcium levels in these patients is especially
important. Skin infections: Patients receiving Prolia may develop
skin infections (predominantly cellulitis) requiring hospitalisation
and if symptoms develop then they should contact a health care
professional immediately. Osteonecrosis of the jaw (ONJ): ONJ
has been reported rarely with Prolia 60 mg every 6 months.
For information on known risk factors for ONJ, please refer
to the SmPC. A dental examination is recommended prior to
treatment with Prolia in patients with concomitant risk factors.
Good oral hygiene practices and routine dental check-ups
should be maintained during treatment with Prolia. While on
treatment, patients should avoid invasive dental procedures
if possible. Atypical femoral fracture (AFF): AFF has been
reported in patients receiving Prolia. Discontinuation of Prolia
therapy in patients suspected to have AFF should be considered
pending evaluation of the patient based on an individual benefit
risk assessment. Dry natural rubber: The needle cover of
the pre-filled syringe contains dry natural rubber (a derivative
of latex] which may cause allergic reactions. Concomitant
medication: Patients with rare hereditary problems of fructose
intolerance should not use Prolia. Interactions: Prolia did not
affect the pharmacokinetics of midazolam, which is metabolized
by cytochrome P450 3A4 (CYP3A4). There are no clinical data on
the co-administration of denosumab and hormone replacement

References

therapy (HRT), however the potential for pharmacodynamic
interactions would be considered low. Pharmacokinetics and
pharmacodynamics of Prolia were not altered by previous
alendronate therapy. Fertility, pregnancy and lactation: There
are no adequate data on the use of Prolia in pregnant women and
it is not recommended for use in these patients. It is unknown
whether denosumab is excreted in human milk. A risk/benefit
decision should be made in patients who are breast feeding.
Animal studies have indicated that the absence of RANKL during
pregnancy may interfere with maturation of the mammary gland
leading to impaired lactation post-partum. No data are available
on the effect of Prolia on human fertility. Undesirable Effects: The
following undesirable effects have been reported: Very common
(> 1/10) pain in extremity, musculoskeletal pain. Common (>
1/100 to < 1/10) urinary tract infection, upper respiratory tract
infection, sciatica, cataracts, constipation, abdominal discomfort,
rash, and eczema. Uncommon (> 1/1000 to < 1/100]): Diverticulitis,
cellulitis, and ear infection. Rare (> 1/10,000 to < 1/1,000):
Osteonecrosis of the jaw, hypocalcaemia (including severe
symptomatic hypocalcaemia) and atypical femoral fractures.
In the postmarketing setting, musculoskeletal pain (including
severe cases) rare cases of severe symptomatic hypocalcaemia,
and rare events of hypersensitivity (including rash, urticaria,
facial swelling, erythema and anaphylactic reactions) have been
reported. Please consult the Summary of Product Characteristics
for a full description of undesirable effects. Pharmaceutical
Precautions: Prolia must not be mixed with other medicinal
products. Store at 2°C to 8°C (in a refrigerator). Prolia may be
exposed to room temperature (up to 25°C) for a maximum single
period of up to 30 days in its original container. Once removed
from the refrigerator Prolia must be used within this 30 day
period. Do not freeze. Keep in outer carton to protect from light.
Legal Category: POM. Presentation, Basic Costs and Marketing
Authorisation Number: Prolia 60 mg: Pack of 1 pre-filled
syringe with automatic needle guard: £183.00; EU/1/10/618/003.
Marketing Authorisation Holder: Amgen Europe B.V., Minervum
7061, NL-4817 ZK Breda, The Netherlands. Further information
is available from Amgen Limited, 240 Cambridge Science
Park, Milton Road, Cambridge, CB4 OWD. Prolia is a registered
trademark of Amgen Inc. Date of Pl preparation: August 2014
(Ref: DMB-GBR-AMG-314-2014-P)

Adverse events should be reported. Reporting forms and
information can be found at www.mhra.gov.uk/yellowcard.
Adverse events should also be reported to Amgen Limited
on +44 (0) 1223 436712

1. Prolia® (denosumab) Summary of Product Characteristics.
2. NICE TA204 http://www.nice.org.uk/nicemedia/live/13251/51293/51293.pdf - Issue date:

October 2010 (last accessed September 2014)
3. SMC advice denosumab (Prolia)

http://www.scottishmedicines.org.uk/files/advice/denosumab_Prolia_FINAL_November_2010_
for_website.pdf (last accessed September 2014)
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