A guide to Completing the Prescription Authorisation Form (PAF)

The guide will help you complete the pomalidomide Prescription Authorisation form (PAF).
For prescribers and pharmacists not utilising the ePPP portal, this form is available. A PAF must be completed each time you prescribe

pomalidomide for all patients.

Instructions for prescribers

Pomalidomide Prescription Authorisation Form (PAF)

1 : Prmt y0Ur name C|ear|y' A newly completed copy of this form MUST EVERY ion for ALL patients in accordance with the Pomalidomide
i igi ici i by ti and roduct A MHRA). Email all leted
Prmt the name Of the SUpeerSlng PhySICIan (If Prescnptlon Authunsatlon Forms to mmteam@accurd heallhcare com for fax to 01271 S3445106 |mr;elﬂ§;‘e;¥ (afler dl)spgaslln; comeete
you are a non-physician prescriber), i.e. the TO BE COMPLETED BY PRESCRIBING HEALTHCARE PROFESSIONAL
physician experienced in managing 0_.I 1. Prescriber Stamp or Contact Details
. ol Full Name of Prescriber | First Name: Surname:
ImmunomOdulatory druQS and supervising Supervising Physician  First Name: Surname
treatment- Full Name of Prescribing Institution: Postcode:
Print the full name of the prescribing Institution Prescriber Telephone / Bleep Number:
P H H e’_. 2. Please verify if this PAF is for an initial or iption of - only tick one box
wI_1&re the patlent IS belng treated. [ Initial prescription (full teratogenic risk counselling) [C] Subsequent prescription (reminder teratogenic risk)
Print your telephone number/bleep number. e—’ 3. Patient Initials (FirsyMiddle/Las): 4. Patient Date of Birth OD/MMMAYYY) ._o
2. Tick the appropriate box specifying whether this 5 Prescription Date (ODAMMMAYYY):
is an initial or Sl'lbsequent prescription' 6 Total Supply Prescribed: [] 4-weeks [] 8-weeks [] 12-weeks Other  please enter number of weeks: |
3. Enterthe patient’s initials. Capsule strength prescribed | Total number of capsules prescribed |
i 4 i 7. Indication: 8. Patient Risk Category:
4. Enter the patlent s date Of birth. L. [C] Licensed [C] Woman of Childbearing Potential (WCBP) (Please proceed to section 9, 10a & 11) P 0
5. Enter the date of the patients prescription. D Unlicensed — specify indication below: [ Male (Please proceed to section 10b & 11)
6. Please Specify the total Supp|y prescribed for this | [ Woman of Non-Childbearing Potential (WNCBP) (Please proceed to section 11)
prescription. Also specify the strength of capsule l WCBP Pregnancy Test Date* OD/MMMAYYY)
and total number Of Capsules dispensed. Pregnancy TestResult* ] Negative  [] Positive” D Inconclusive*  [] Test not done* — Please provide reason
7. Please specify whether pomalidomide is being o ‘ tpresorpton n the case [
used to treat a licensed or an unlicensed 10. Patient Counselling: Only tick box(es) for applicable patient risk category
indication. If unlicensed, please specify the E]aThwc\ngPh been initiall lled and reminded about th ted Er#ale:l tient has been initall lled and
s e e as been initially counselled and reminded about the expecte ie male patient has been initially counselled an
indication in the form. teratogenic risk of pomalidomide and the need to avoid pregnancy. reminded about the expected teratogenic risk of
. . . pomalidomide and understands the need to use
8. Please specify whether the patient is a woman of e e ma s v s v o 3 aomom, o n ol ety a gt
i i i confirmed by two negative semen tests; as well as absolute and continuous ! !
Chlldbelarmg p.Otentlal’ male or woman of abstinence from heterosexual intercourse confirmed on a monthly basis). (even if the male patient has had a vasectomy).
nOﬂ-Chl'dbearlng pOtentlal- 11. Prescriber’s Declaration: As the Prescriber, | have read and understood the Healthcare Professional’s Information Pack. | confirm the
g FOf women Of Chi'dbearing potentiai yOU mUSt information provided on this PAF is accurate, complete and in accordance with the requirements of the PPP for pomalidomide. | confirm treatment
) R A K has been initiated and is monitored under the supervision of a physician experienced in managing immunomodulatory drugs.
prqv@e a V8.|Id n?gatlve preg_na_nCy test date L. I 11a. Prescriber Signature: 11b. Signature Date (DD/MMM/YYYY):
(within 3 days prior to prescription date). If this is APPROVAL 70 BE GONPLETED BY PHARVAGIST
not the case pomalidomide must not be || 12. Pharmacy Stamp or Contact Details:
dispensed. I Full Name of Pharmacist First Name: Surname:
10. Complete this section appropriately to indicate [ FutNamo of Phamacy Postcode:
p . pp p y @—OI 13. Name and postcode of Third-Party Dispensing Pharmacy / Home Delivery (Please complete only if applicable)
that counselling and appropriate use of ff vere bostcade:
contraception has occurrt_ad. This is a requirement @ .I 14. Dispensing Date (ODMMMAYYY):
Of the Pregnancy Preventlon programme DO NOT dispense if pregnancy test is positive, inconclusive, test not dor xcept for repeat prescription in th f confirmed tubal sterilisation), or as follows:
11. YOU must Sigﬂ, date and print yOUr name tO For WCBP, do not dispense pomalidomide unless negative pregnancy test was conducted 3 days of the prescription date and dispensing is

declare that the information provided on the form
is accurate, complete and in accordance with the
requirements of the Pregnancy Prevention
programme.

Instructions for pharmacists

12.

13.

14.

Enter your full name and the full name and
postcode of the pharmacy.

If applicable, complete the Third-Party Dispensing
Pharmacy/Home Delivery information.

Please specify the date pomalidomide was
dispensed. Prior to dispensing, please check that
all relevant sections of the form have been
completed by the prescriber.

taking place within 7 days of the prescription date. No more than a 4-week supply to a WCBP and a 12-week supply to a male patient or a WNCBP
should be dispensed.

15. Pharmacist Confirmation

Information which was not completed by the Prescriber and is required to fulfil the PPP for pomalidomide has been received by the Pharmacist via
other routes, or verbally confirmed by the Prescriber and / or patient and documented in this form. Note: To indicate any changes / corrections
made in the PAF, please add your initials and date against the changes [_]Yes ~ [_] Not Applicable

Cno

17. Pharmacist’s Declaration: As the Pharmacist, | have read and understood the Healthcare Professional’s Information Pack. | confirm the
information provided on this PAF is accurate, complete and in accordance with the PPP for pomalidomide.

G———OI 17a. Pharmacist Signature:

16. As there are multiple pomalidomide brands
available please confirm if the Accord
Pomalidomide brand is being dispensed. The
Accord PAF should only be used for Accord
Pomalidomide.

17. You must sign, date and print your name to

—

16. Accord Pomalidomide brand dispensed? [_] Yes
17h. Signature Date (DD/MMM/YYYY):

Further information and materials are available
from Accord.

Telephone: +44(0)7917920374

E-mail: rmpteam@accord-healthcare.com

Fax — 01271 346106

a.  Counselling and contraception measures must be declare that the information provided on this form  Electronic copies are also available on the
in place is accurate, complete and in accordance with the  Accord Product site -

b.  Prescription must be accompanied by an Pregnancy Prevention Programme. Email all www.accord-healthcare-products.co.uk
accurately completed PAF completed Prescription Authorisation Forms to

c. For women of childbearing potential rmpteam@accord-healthcare.com or fax to Alternatively, PAFs can be completed via the ePPP.
pomalidomide can only be dispensed within 7 01271 346106 immediately after dispensing. For further information, please contact:
days of the prescription date Tel: 07917920374

d. Only a maximum of 4 weeks supply for women of Email: rmpteam@accord-healthcare.com
childbearing potential, or a maximum of 12
weeks supply for all other patients, of
pomalidomide can be dispensed at any one time.

15. Please specify whether there were any changes

made to the PAF. To indicate any
changes/corrections made to the PAF, please add
your initials and date against the changes.

Approved by MHRA: July 2024
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Pomalidomide Prescription Authorisation Form (PAF)

A newly completed copy of this form MUST accompany EVERY pomalidomide prescription for ALL patients in accordance with the Pomalidomide
Pregnancy Prevention Programme, mandated by the Medicines and Healthcare products Regulatory Agency (MHRA). Email all completed
Prescription Authorisation Forms to rmpteam@accord-healthcare.com for fax to 01271 346106 immediately after dispensing.

1. Prescriber Stamp or Contact Details

Full Name of Prescriber | First Name: Surname:

Supervising Physician First Name: Surname:

Full Name of Prescribing Institution: ‘ Postcode:
Prescriber Telephone / Bleep Number:

2. Please verify if this PAF is for an initial or subsequent prescription of pomalidomide - only tick one box
[_] Initial prescription (full teratogenic risk counselling) [_] Subsequent prescription (reminder teratogenic risk)

3. Patient Initials (First/Middle/Last): 4. Patient Date of Birth (DD/MMM/YYYY): I

5. Prescription Date (DD/MMM/YYYY): m
6. Total Supply Prescribed: _] 4-weeks [_] 8-weeks [_] 12-weeks Other — please enter number of weeks: [ |

Capsule strength prescribed | Total number of capsules prescribed [ |

7. Indication: 8. Patient Risk Category:

|__] Licensed [_] Woman of Childbearing Potential (WCBP) (Please proceed to section 9, 10a & 11)
|__] Unlicensed — specify indication below: [_] Male (Please proceed to section 10b & 11)

| | [_] Woman of Non-Childbearing Potential (WNCBP) (Please proceed to section 11)

9. WCBP Pregnancy Test Date* (DD/MMM/YYYY):

Pregnancy Test Result:* | Negative  [_| Positive* ] Inconclusive*  [_] Test not done* — Please provide reason

* DO NOT prescribe if positive, inconclusive, test not done (except for repeat prescription in the case ’
of confirmed tubal sterilisation) or pregnancy test date is more than 3 days before prescription date.

10. Patient Counselling: Only tick box(es) for applicable patient risk category

10a. WCBP: 10b. Male:

D The WCBP has been initially counselled and reminded about the expected D The male patient has been initially counselled and
teratogenic risk of pomalidomide and the need to avoid pregnancy. reminded about the expected teratogenic risk of

__| The WCPB has been on at least one effective method of contraception for at least pomalidomide and understands the need to use
4 weeks (includes male partners who have had a vasectomy, which must be a condom, if involved in sexual activity with a pregnant
confirmed by two negative semen tests; as well as absolute and continuous woman or a WCBP not using effective contraception
abstinence from heterosexual intercourse confirmed on a monthly basis). (even if the male patient has had a vasectomy).

11. Prescriber’s Declaration: As the Prescriber, | have read and understood the Healthcare Professional’s Information Pack. | confirm the
information provided on this PAF is accurate, complete and in accordance with the requirements of the PPP for pomalidomide. | confirm treatment
has been initiated and is monitored under the supervision of a physician experienced in managing immunomodulatory drugs.

11a. Prescriber Signature: 11b. Signature Date (DD/MMM/YYYY):

12. Pharmacy Stamp or Contact Details:
Full Name of Pharmacist ‘ First Name: ‘ Surname:

Full Name of Pharmacy: ‘ Postcode:

13. Name and postcode of Third-Party Dispensing Pharmacy / Home Delivery (Please complete only if applicable)
Name: ‘ Postcode:

14. Dispensing Date (DD/MMM/YYYY):

DO NOT dispense if pregnancy test is positive, inconclusive, test not done (except for repeat prescription in the case of confirmed tubal sterilisation), or as follows:

For WCBP, do not dispense pomalidomide unless negative pregnancy test was conducted within 3 days of the prescription date and dispensing is
taking place within 7 days of the prescription date. No more than a 4-week supply to a WCBP and a 12-week supply to a male patient or a WNCBP
should be dispensed.

15. Pharmacist Confirmation

Information which was not completed by the Prescriber and is required to fulfil the PPP for pomalidomide has been received by the Pharmacist via
other routes, or verbally confirmed by the Prescriber and / or patient and documented in this form. Note: To indicate any changes / corrections
made in the PAF, please add your initials and date against the changes [_]Yes  [_] Not Applicable

16. Accord Pomalidomide brand dispensed? Llves _INo

17. Pharmacist’s Declaration: As the Pharmacist, | have read and understood the Healthcare Professional’s Information Pack. | confirm the
information provided on this PAF is accurate, complete and in accordance with the PPP for pomalidomide.

17a. Pharmacist Signature: 17h. Signature Date (DD/MMM/YYYY):

Healthcare professionals are asked to report any suspected adverse reactions using the Yellow Card Scheme via www.mhra.gov.uk/yellowcard or by searching for MHRA Yellow
Card in the Google Play or Apple App Store. Adverse reactions should also be reported to Accord Medical Information on 01271 385257 or medinfo@accord-healthcare.com
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