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Purpose of this Guidance

This resource aims to facilitate safer prescribing and dispensing of controlled drugs (CDs),
with a particular focus on controlled drugs in schedule 2, 3 and schedule 4 part 1. It should
be used by all prescribers and pharmacists in the collaborative, safe and effective care of
patients. This guidance was first produced in 2017 and has been updated to reflect further
legislative changes.

While this guidance provides some information on legal requirements applicable
to hospital or residential settings, it is primarily aimed at professionals working in a primary
care setting.

Controlled Drugs Legislative Change

This joint guidance was first produced in 2017 following changes made by the Misuse of
Drugs Regulations 2017.

The guidance was updated in 2024 to reflect changes introduced by amendments to the
Medicinal Products (Prescription and Control of Supply) Regulations 2003 (as amended),
including changes relating to the emergency supply of schedule 2, 3 and 4 controlled drugs.
Additionally, the guidance was updated in light of changes introduced by the Medicinal
Products (Prescription and Control of Supply) (Amendment) Regulations 2020. These
changes introduced the electronic transmission of prescriptions, including those for
controlled drugs, through the national electronic prescription transfer system, and
established the legal requirements pertaining to prescriptions sent and received in this way.

PSI- The Pharmacy Regulator - www.psi.ie
Medical Council - www.medicalcouncil.ie
Version 2 — March 2024
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1. Definitions

What is a Controlled Drug and what are Schedules?

Substances, products, or preparations, including certain medicines, that are either known to
be, or have the potential to be, dangerous or harmful to human health, including being
liable to misuse or cause social harm, are subject to control under the Misuse of Drugs Acts
1977 to 2016. They are known as “controlled drugs”.

The Misuse of Drugs Regulations categorise controlled drug substances into five schedules
(ranging from the most tightly controlled in schedule 1 to the least tightly controlled in
schedule 5). Schedule 4 is divided into part 1 and part 2. The controlled drugs in each of
these schedules, in practice and in this document, may be referred to as CD1s, CD2s, CD3s,
CDA4 part 1s, CD4 part 2s and CD5s, respectively.

Each schedule contains various drug substances and drug products based on their perceived
medical benefit and their risk to public health. There are different restrictions to control the
supply of each schedule of controlled drugs. CD1s have the most restrictions and CD5s have
the least restrictions. Some CD5s are available to patients without a prescription.

In this guidance we focus primarily on the controlled drugs found in schedule 2, schedule 3
and schedule 4 part 1. The supply of these controlled drugs is subject to more specific
requirements than those in schedule 4 part 2 and schedule 5.

We do not cover Cannabis for medical use, classified as specified controlled drugs, however
guidance on the Medicinal Cannabis Access programme is available from the Department of
Health.! We also do not specifically refer to other schedule 1 controlled drugs as they are
not commonly prescribed or supplied and are not regarded as having any therapeutic
purposes. They may only be prescribed subject to Ministerial Licence.



https://www.gov.ie/en/publication/90ece9-medical-cannabis-access-programme/
https://www.gov.ie/en/publication/90ece9-medical-cannabis-access-programme/

Schedule

Examples of Controlled Drugs in Each Schedule

Schedule 1 Substances not ordinarily used as medicines for example, Raw

Opium, Coca Leaf

Schedule 2 Opiate substances for example, Morphine, Fentanyl and

Oxycodone Some Stimulants for example, Lisdexamphetamine

Schedule 3 Certain Benzodiazepines and painkillers

for example, Temazepam, Flunitrazepam, Pentazocine, Ketamine

Schedule 4 Part 1 Most Benzodiazepines and ‘Z-drugs’ for example, Diazepam,
Alprazolam, Clonazepam, Midazolam and Zolpidem

Schedule 4 Part 2

Certain Anti-Epileptics for example, Phenobarbitone <100mg
Certain MAOIs for example, Selegiline

Schedule 5 Lower strengths of painkillers for example, Codeine (below
specified concentration)

Please note: The above table contains examples only and is not an exhaustive list.

The schedules are set out in the Misuse of Drugs Regulations 2017 (as amended), and
changes such as additions or reclassifications are made by way of amendments to the
legislation. All prescribers and pharmacists must familiarise themselves with, and refer to,
the complete lists of controlled drugs contained in each schedule.

The Health Products Regulatory Authority (HPRA) website should be checked for accurate
and up-to-date information regarding the classification of authorised medicines containing
controlled drugs i.e. schedule 2, schedule 3, schedule 4 part 1, schedule 4 part 2 and
schedule 5. Please see Appendix 6 for more information on how to carry out this search.

The HPRA has produced a list of authorised controlled drug products contained in each
schedule. This list can be found on the HPRA website www.hpra.ie. Alternatively, the HPRA
is contactable on +353 1 676 4971 or at info@hpra.ie.



https://www.irishstatutebook.ie/eli/2017/si/173/made/en/print?q=misuse+of+drugs
https://www.irishstatutebook.ie/eli/2017/si/173/made/en/print?q=misuse+of+drugs
https://www.irishstatutebook.ie/eli/2017/si/173/made/en/print?q=misuse+of+drugs
file:///C:/Users/laura.irwin/AppData/Local/Microsoft/Windows/INetCache/Content.Outlook/M0WP5M50/info@hpra.ie
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Repeat Vs Instalment

2. Controlled Drug Prescriptions

Prescriptions for controlled drugs can be written privately or on a “Health prescription”
which is also referred to a to as a GMS (General Medical Services) prescription.
Prescriptions can be paper-based or transferred through the national electronic prescription
transfer system, also referred to as Healthmail. Healthmail is the system approved by the
Health Service Executive (HSE) for the transfer of prescriptions, in a permanent and
unalterable form, by electronic means. It was established following amendments to
legislation in 20202. Further information on Healthmail is available at www.healthmail.ie.

Where a Schedule 2 or 3 Controlled Drug prescription is transferred through Healthmail, the
specific prescription writing requirements still apply, however, these do not need to be in
the prescriber’s own handwriting. As a prescription sent through Healthmail is traceable
back to the prescriber, a signature is not required on the prescription. However, the
pharmacist must still be satisfied that in their professional judgement it is safe to make any
supply in the context of the information received. Examples of controlled drug prescriptions
and a reference table are provided in this guidance.

3. Prescriber/Medical Practitioner

“Medical practitioner” in this guidance refers specifically to medical doctors registered in
Ireland. “Prescribers” in this guidance refers to healthcare professionals with prescriptive
authority for controlled drugs i.e. doctors, nurse prescribers, dentists, veterinary
practitioners, and midwives, who are registered in Ireland.

Note: A prescription for a controlled drug which has been prescribed by a practitioner or
prescriber (with status equivalent to an Irish practitioner or prescriber) in another EEA state
or the UK is not valid for dispensing in Ireland.3

4. Repeat Vs Instalment

!

() A “repeat prescription”, as defined in the Medicinal Products (Prescription and Control
of Supply) Regulations 2003, as amended, means a prescription which may
be dispensed more than once.

Schedule 2 and schedule 3 controlled drugs cannot be repeated.

Schedule 4 (part 1) controlled drugs may be repeated in line with the directions of the
prescriber up to a maximum of six months.

Schedule 4 (part 2) and schedule 5 controlled drugs may be repeated in line with the
directions of the prescriber.

Pharmacists are required to use their professional judgement and decision making
regarding every occasion on which a prescription is repeated, and must ensure the


file:///C:/Users/laura.irwin/AppData/Local/Microsoft/Windows/INetCache/Content.Outlook/M0WP5M50/www.healthmail.ie
https://www.irishstatutebook.ie/eli/2003/si/540/made/en/print
https://www.irishstatutebook.ie/eli/2003/si/540/made/en/print

therapeutic appropriateness of the supply, taking account of the specific patient needs.
Further guidance on the role of pharmacists in assessing the validity of prescriptions and
the appropriateness of repeating prescriptions will be made available by PSI.

“Instalments” allow the total quantity of the medicine prescribed to be dispensed in
smaller, specified amounts, at specified intervals.

oy
I\.E J

All controlled drugs can be legally dispensed in this manner. However, in accordance
with the Misuse of Drugs Regulations 2017 (as amended), ‘the number of instalments
and the intervals at which the instalments may be dispensed’ must be specified on
prescriptions for schedule 2, schedule 3 and schedule 4 part 1 prescriptions. In the case
of schedule 2 and schedule 3 prescriptions, the first instalment must be dispensed
within 14 days of the date stated on the prescription, and no instalments may be issued
later than 2 months after this date. Please see Appendix 1a for an example of correctly
specified instalment directions.

5. Emergency Supply of Controlled Drugs

A pharmacist can provide an emergency supply of a prescription only medicine based on a
request from a prescriber (registered medical practitioner, registered dentist, or registered
nurse prescriber). This is allowable in emergency situations where the prescriber is unable
to supply the prescription immediately but undertakes to provide it within 72 hours.

A pharmacist can provide an emergency supply of a prescription only medicine based on a
patient’s request, where they have interviewed the patient and are satisfied that there is an
immediate need for the supply, it is impracticable to obtain a prescription without undue
delay, the treatment has previously been prescribed for the patient (by a medical
practitioner, registered dentist, or registered nurse prescriber), and the appropriate dose
can be verified.

Pharmacists are only permitted to provide emergency supplies of controlled drugs in
schedule 2, 3 or 4 whether at the request of a prescriber or a patient, when further specific
conditions are met in accordance with the Medicinal Products (Prescription and Control of
Supply) Regulations 2003 (as amended)?, when in the pharmacist’s opinion —

() there is an immediate need for the supply of the controlled drug to be made,

) itis safe, appropriate, and necessary to make the supply for the continued
treatment of the patient,

() itis not possible to obtain a prescription without undue delay,
() the treatment has previously been prescribed for the patient, and

(~) no more than 5 days treatment or the nearest equivalent minimum dosage pack
unit size is being supplied,
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https://www.irishstatutebook.ie/eli/2017/si/173/made/en/print

and additionally in the case of a request by a patient

(+) an emergency supply of the controlled drug has not already been supplied based on
a request by the patient since their last supply on foot of a prescription.

Note: Pharmacists can provide an emergency supply of methylphenobarbitone,
phenobarbitone, phenobarbitone sodium, midazolam, clobazam, or clonazepam, at the
request of either a prescriber or a patient, without having to satisfy the additional specific
conditions above, where it is for the treatment of epilepsy.



6. Purpose of Controlled Drugs Legislation/Controls and
Professional Responsibilities:

There is a strict system of control in place, both nationally and internationally,
around the movement and supply of controlled drugs®. These controls are intended
to enable safe access to these medicines in light of the serious nature of the drugs
concerned and substantial potential for abuse and misuse of these medicines.

In Ireland, these medicines are controlled by the Misuse of Drugs Acts and Regulations3.
These controls include restrictions on the people who can obtain or possess controlled
drugs, and the strict legal obligations placed on pharmacists and prescribers charged with
responsibility for the safe control of these substances.

The Misuse of Drugs Regulations 2017 (as amended) are statutory instruments which are
vital in protecting patient health and safety. Failure to adhere to this legislation may result
in patients receiving inadequate care and unnecessary and unacceptable burden and stress.

All prescribers (including doctors) and pharmacists must adhere to these regulations. It is an
offence not to adhere to these regulations.

Additionally, medical practitioners and pharmacists, when registering with the Medical
Council and the Pharmaceutical Society of Ireland (PSI) respectively, commit to adhering to
professional standards and ethical guidelines set by their regulator.

Medical practitioners adhere to the Medical Council's Guide to Professional Conduct and
Ethics for Registered Medical Practitioners, which explicitly states that they must prescribe
in compliance with the Misuse of Drugs legislation®.

Pharmacists must adhere to the PSl's Code of Conduct- Professional Principles, Standards
and Ethics for Pharmacists, which states that pharmacists must ‘make ethical decisions,
while observing relevant legislation, practice standards and guidance’.”

Any patient requiring a controlled drug for their treatment is entitled to a valid prescription,
whether it be in paper or transferred through Healthmail. It is an offence for medical
practitioners to write or produce a controlled drug prescription that doesn’t comply with
the legislative requirements, and it is an offence for a pharmacist to supply controlled drugs
from a prescription unless it meets the requirements. It is therefore incumbent upon both
medical practitioners and pharmacists to ensure they are aware of their responsibilities and
obligations under the Misuse of Drugs legislation to ensure the safe and appropriate supply
of controlled drugs to their patients.
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https://www.medicalcouncil.ie/news-and-publications/publications/guide-to-professional-conduct-and-ethics-for-registered-medical-practitioners-2024.pdf
https://www.medicalcouncil.ie/news-and-publications/publications/guide-to-professional-conduct-and-ethics-for-registered-medical-practitioners-2024.pdf
https://www.thepsi.ie/gns/Pharmacy_Practice/code-of-conduct.aspx
https://www.thepsi.ie/gns/Pharmacy_Practice/code-of-conduct.aspx

7. Prescriber Obligations RN

Provide a valid prescription which meets the requirements of the legislation®

Be satisfied as to the identity of the person for whose treatment the prescription is to be
issued

Follow relevant national and international prescribing guidelines

Within reason, be available to confirm or discuss any matters related to the prescription and
the patient

Ensure the safe keeping of prescription pads to reduce the risk of theft and forgery
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Facilitate appropriate withdrawal of controlled drugs and follow-up and refer as necessary

8. Pharmacist Obligations

Only supply controlled drugs based on a legally valid prescription® (be it paper or transferred
via Healthmail), or, by way of an essential and legally compliant emergency supply.

©

©

Be satisfied that the signature of the prescriber is genuine, and in the case of a prescription
transferred by Healthmail, that it contains the professional registration number of the
person issuing it, and can be traced back to the prescriber.

Prior to supply, be satisfied as to the identity of the person or bona fide representative
presenting the prescription or collecting controlled drugs.®

Be vigilant for forgeries or unusual prescribing patterns.
Store controlled drugs in a safe manner, in accordance with the relevant legislation.®

Record all supplies of schedule 2 controlled drugs (CD2) in the pharmacy’s controlled drugs
register.1°

Communicate with the medical practitioner if there is any query about the prescription, or
care of the patient.

© ©® 600 0 ©

Adhere to national guidelines and facilitate appropriate withdrawal of controlled drugs.
Ensure follow-up and referral to other healthcare professionals/services as necessary.




9. Prescriptions Required for CD2 and CD3 Drugs

Note: The figure below refers to paper-based prescriptions for schedule 2 and 3 controlled
drugs. Where schedule 2 and 3 controlled drug prescriptions are transferred via Healthmail,
it is not necessary for the particulars indicated below to be in the prescriber’s own
handwriting. Prescriptions sent by Healthmail do not need to include the prescriber’s
signature in so far as they can be traced electronically and securely back to the issuing
practitioner.

Prescriptions Requirements for CD2 and CD3 Drugs "'

(Including handwriting requirements) Cj’

for example of compliant prescriptions see Appendix 1a and 1b
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Date Please note: Addressographs
(sticker with patient name and
address) are not acceptable as

Patient name (First name and surname) they are not considered
indelible however it is

Patient address acceptable to either print or
handwrite these details.

4 can be generic/INN or proprietary/brand name

)
Name of medicine &~/

|
Form (e.g. tablets) (. J -
q Must be_C\;7
Strength (e.g. 10mg) Q, handwritten

U
Dose (e.g. 2 twice daily) G/

Instalments
Total quantity or total number
of dosage units (Words and

figures) CJ; ® Number of instalments (e.g. 4)

(Please see section 10 for further information)

e Intervals for dispensing (e.g. dispense weekly)

I}
Signature (_/

Name of prescriber ﬁ

(First name and surname)

. ,fAddhresTtht required First instalment must be

Address of prescriber <}: Offieall dispensed within 14 days

grﬁzclglptlon (|.'e. Last instalment must be
rescription) dispensed within 2 months

Profession
(eg. Medical Practitioner)

Registration number L

Telephone number
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10. Opioid Substitution Prescriptions and Prescriptions for
Schedule 4 Part 1 CDs

The prescription requirements for opioid substitution prescriptions and schedule 4 part 1 CD
prescriptions are shown in the box below.

Paper-based prescriptions must be signed by the prescriber in his or her usual signature.
Healthmail prescriptions for opioid substitution or schedule 4 part 1 CDs do not need to

include the prescriber’s signature in ink in so far as the prescription can be traced
electronically and securely back to the issuing practitioner.

Note: Opioid Substitution Treatment Prescription Forms are a specific type of prescription
form and are the only form which can be used for prescribing methadone or buprenorphine
for opioid substitution therapy. Opioid substitution prescription forms can be written and
signed by the prescriber, and physically presented in the pharmacy, or they may be scanned
and forwarded to the pharmacy through Healthmail. Where Healthmail is used to transfer
the prescription, there is no requirement for a paper copy to be posted to the pharmacy
also.

Opioid Substitution prescriptions and prescriptions for schedule 4 part
1CDs13

The following information must be included on the prescription, but does
not need to be in the doctor's own handwriting i.e. can be computer
generated or handwritten.

® Name of medicine

® Form (e.g. liquid/oral solution)

® Strength (e.g Tmg/ml)

e Dose (e.g 50 mls daily)

e Total quantity or total number of dosage units (words and figures)
(e.g. 350 mls (three hundred and fifty mls))

Note: An example of a schedule 4 part 1 private prescription, a schedule 4 part 1 GMS
repeat prescription and a prescription for methadone are included in Appendix 2, 4 and 5.




11. Other Relevant Legal Requirements

Prescription Validity and Instalments

Prescriptions are valid for up to twelve months from the date of issue depending
on the drug and the prescriber’s instruction. Pharmacists are able to exercise professional
judgement on extending the period of validity of prescriptions in certain circumstances from
six months up to a maximum of 12 months. A prescriber may also indicate on a prescription
that it is not to be extended. As highlighted earlier, schedule 2 and schedule 3 controlled
drugs cannot be repeated.

Schedule 4 (part 1) controlled drugs may be repeated in line with the directions of the
prescriber up to a maximum of six months. Prescriptions for schedule 4 (part 1) medicines
cannot be extended by a pharmacist.

There are specific restrictions on the period of validity of controlled drug prescriptions:

1. The first instalment or supply on prescriptions for CD2 or CD3 drugs cannot be
dispensed before the date of the prescription or later than 14 days after that date.

2. Unless it is a GMS prescription, a prescription for a CD2, CD3 or CD4 part 1 drug must
include the address of the prescriber (address must be within Ireland).

3. Repeat prescriptions are not permitted in the case of CD2 or CD3 drugs.

4. Prescriptions for CD2, CD3 and CD4 part 1 may be dispensed in instalments, provided
that the intervals between instalments and the number of the instalments are
specified.

5. For CD2 and CD3 the first instalment must be dispensed within 14 days and the last
instalment must be dispensed no later than two months from the date on the
prescription.

6. Emergency supplies of CD2, CD3 or CD4 drugs, are permitted in limited and specific
circumstances, and where they comply with the legislation.'?

7. Emergency supplies of methylphenobarbitone, phenobarbitone, phenobarbitone
sodium, midazolam, clobazam and clonazepam, are permitted where they comply
with the legislation and are for the treatment of epilepsy.*

For ease of reference, Appendix 7 contains a table which clearly shows the prescription
requirements for schedule 2, schedule 3 and schedule 4 part 1 controlled drugs.

Requisitions®®
Requisitions for supplies of controlled drugs can be written privately or on a “health service
requisition” form, by persons authorised under the legislation. Requisitions for controlled
drugs must include:

() Name, address, and profession of the person requesting

() Signature of the person requesting Date of requisition

() Registration number of the person requesting®?
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() Name of the controlled drug
() Purpose of supply
© Total quantity of the medicine(s) to be supplied

The medical practitioner obtaining controlled drugs through the use of a requisition should
be asked by the pharmacist to produce identification.

An example of a requisition can be found in Appendix 3.




12. Overarching Principles

12.1 Communication

Good communication is essential to the effective functioning of healthcare - -
teams®’. The existence of good, open communication channels between u
pharmacists and prescribers is of particular importance in assuring the safe and

efficient supply of controlled drugs to patients. By having in place a strong system of
partnership, firmly based in the shared care of patients, efficiencies can be achieved in
assuring that patients receive the best possible care in a more integrated system. These
links are well established. In prescribing and dispensing controlled drugs, where there is any
doubt or confusion around the prescription, dosage, supply and administration, pharmacists
and medical practitioners should engage with each other without delay. This is particularly
important at transitions of care and where the initial prescriber is not their usual GP, they
should have clear communication with the patient’s GP and the pharmacist, as necessary.
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12.2 Identifying Risk Factors/High Risk Patients

As part of this collaborative relationship, pharmacists and prescribers should, in
particular, communicate and collaborate in the care of patients in high-risk groups.

Examples include:
Patients with drug dependency issues
Patients receiving addiction treatment services
Patients under the management of multiple doctors
Patient population who attend pain clinics
Patients transitioning from one place of care to another
Patients in residential care settings
Patients at risk of developing sleep disordered breathing
Patients in the prison system
Patients with mental health issues
Patients living complex lives due to factors such as homelessness
Patients with additional care requirements

=) Patients with poor health literacy or patients who don’t have English as their

first language

=) Paediatric patients

= Older people

=) Pregnant/breast feeding women

=) Patients with physical/intellectual disabilities

=) Patients suffering from chronic illnesses

=) Patients receiving palliative care
Engagement within and between the professions in the shared care of patients in these
groups is particularly important to meet patients’ care needs. This includes shared
responsibility for follow up and after-care for all patients, and collaborative working in the
implementation of appropriate withdrawal procedures for controlled drugs.

QOO OO




12.3 Relevant National Resources and Professional and Clinical
Guidance

It is essential in the prescribing, dispensing and supply of controlled drugs that
pharmacists and prescribers are aware of and have access to national resources, and adhere
to current national and international guidelines. For example:

() The Health Products Regulatory Authority (HPRA) website for the confirmation of

the scheduling of medicines containing controlled drugs (e.g. is a medicine a CD2 or
CD3) (See Appendix 6)

(©) The online registration databases of both the Medical Council and the PSI: to confirm
registration, find contact details and be aware of any conditions attached to the
registration of healthcare professionals
Resources or advice from relevant healthcare regulators, including the Medical
Council, the PSI and the Health Information and Quality Authority (HIQA)

National Clinical Guidelines from the National Clinical Effectiveness Committee and
relevant faculties

HSE Clinical Guidelines for Opioid Substitution Treatment (OST)

HSE Medicines Management Programme Guidance on appropriate prescribing of
Benzodiazepines and Z-drugs (BZRA) in the treatment of anxiety and insomnia
Relevant international Guidelines from bodies such as the National Institute for
Health and Care Excellence (NICE)

All relevant legislation is available at www.irishstatutebook.ie
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The above list is for ease of reference only and should not be considered exhaustive.

This guide is not a legal document. Its intention is to facilitate prescribers and pharmacists
in interpreting several pieces of legislation and provide a practical tool in the collaborative
care of patients. Links to relevant legislation have been provided for direct consultation.



https://www.medicalcouncil.ie/
http://www.psi.ie/
https://www.hse.ie/eng/about/who/primarycare/socialinclusion/addiction/clinical-matters/opioid-substitute-treatment/
https://www.nice.org.uk/
file:///C:/Users/laura.irwin/AppData/Local/Microsoft/Windows/INetCache/Content.Outlook/M0WP5M50/www.irishstatutebook.ie

Appendix 1a
Example of Compliant Prescription for Schedule 2 and 3 CDs

Note: This example refers to a paper-based prescription for a schedule 2 controlled drug.
Where schedule 2 and 3 controlled drug prescriptions are transferred via Healthmail, it is
not necessary for the particulars indicated below to be in the prescriber’s own handwriting.
Prescriptions sent by Healthmail do not need to include the prescriber’s signature in ink in
so far as they can be traced electronically and securely back to the issuing practitioner.

Dr John Doe
Somewhere Rd
Co Dublin
Medical Practitioner
MCRN -XXXXX
Telephone 01 1234567

Prescriber address not
required for health
prescriptions i.e. GMS
prescription®

1 March 2024
f Y
Please note: Addressographs
(sticker with patient name and
Joe Bloggs ' address) are not acceptable as they

Bloggstown are not considered indelible,
Co. Dublin however, it is acceptable to either
print or handwrite these details
. S
Example of

Morphwne Sl pode 1omg Tallet

< i t - schedule 2
awe Onc Tallcx B O

St Talo\cts Rty Sux) controlled drug

Dispense weekly (4 instalments) (14 tablets each week)

T

Installment instructions

e’ LTaba S are not required to be
handwritten

Note — Fine Blue font indicates handwritten details !-‘
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Appendix 1b
Example of Compliant Prescription for Schedule 2 and 3 CDs

Note: This example refers to a paper-based prescription for a schedule 2 and 3 controlled
drug. Where schedule 2 and 3 controlled drug prescriptions are transferred via Healthmail
it is not necessary for the particulars indicated below to be in the prescribers own
handwriting. Prescriptions transferred via Healthmail do not need to include the prescriber’s
signature in ink in so far as they can be traced electronically and securely back to the issuing
practitioner.

Dr John Doe
Somewhere Rd
Co Dublin
Medical Practitioner
MCRN -XXXXX
Telephone 01 1234567

rPrescriber address notj
required for health

prescriptions i.e. GMS
Lprescription

v

1 March 2024

Joe Bloggs rPl_ease note: Addressographs (sticker
Bloggstown with patient name and address) are not
Ce:. Dublin acceptable as they are not considered
indelible, however, it is acceptable to
either print or handwrite these details

\ J
Morphine Sulpode 10mq Tolalet Example of
Take Onc-Tallck B O schedule 2
St Tal\cts CFyty- S controlled drug
Termazepasn ©mmg Talleks Example of
Aake one “Tabolehr Nocte PR schedule 3
Mite 2 Tablehs Clusenty One) controlled drug

O T aovma Ooc

Note — Fine Blue font indicates handwritten details !-‘




Appendix 2
Example of Compliant Prescription Schedule 4 Part 1 CD

Note: This example refers to a paper-based prescription for a schedule 4 part 1 controlled
drug. Where schedule 4 part 1 controlled drug prescriptions are transferred via the
Healthmail, it is not necessary to include the prescriber’s signature in ink in so far as the
prescription can be traced electronically and securely back to the issuing practitioner.

Dr John Doe
Somewhere Rd
Co Dublin
Medical Practitioner
MCRN -XXXXX
Telephone 01 1234567

Prescriber address not |

required for health
prescriptions i.e. GMS
Lprescription

W

1 March 2024

g N
Joe Bloggs Please note: Addressographs (sticker

Bloggstown with patient name and address) are not
Co. Dublin acceptable as they are not considered
' indelible, however, it is acceptable to

either print or handwrite these details
\, J

rThese details do not

Diazepam 5mg Tablets need to be handwritten
Take One Tablet Nocte  4===] for a schedule 4 part 1
7 Tablets (Seven) controlled drug

prescription
\.

Repeat x 2

Oy NTovma ©oc
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Appendix 3
Example of a Compliant Requisition for Schedule 2, 3 and 4
Part 1 CDs
Dr John Doe
Somewhere Rd
Co Dublin
Medical Practitioner
MCRN -XXXXX

Telephone 01 1234567

1 March 2024

Morphine Sulphate 10mg/ml Solution for Injection
Mitte 10 Ampoules
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Midazolam 5mg/ml, 2ml Ampoules, Solution for Injection
Mitte 10 Ampoules

For use on-call: Patients receiving palliative care
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Appendix 4
Example of GMS Repeat Prescription for a Schedule 4 Part 1
CD

Note: This example refers to a paper-based GMS prescription for a schedule 4 part 1
controlled drug. Where schedule 4 part 1 controlled drug prescriptions are transferred via
the national electronic prescription transfer system, it is not necessary to include the
prescribers signature in ink in so far as the prescription can be traced electronically and
securely back to the issuing practitioner.

NOTE: PLEASE USE A BALLPOINT PEN AND APPLY AMPLE PRESSURE TO PRODUCE CLEAR DETAIL ON ALL COPIES.
GENERAL MEDICAL SERVICES

REPEAT PRESCRIPTION SET - PHARMACY CLAIM FORM
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\ PRESCRIPTION PHARMACY
’ DATE PRESCRIBED SERIAL NO SEQUENCE NO.
| { 01 03 24
| ”:I:EN“ - Bloggs } AGE OF PATIENT IF UNn2 R12 l I
i ::m 1234567XX ‘ =i THIS 1 THE ORGINAL PRESCRIPTION FORM
AND MUST B PRESINTIO TO YOUR
CARD NO. PHARMACIST AT BACH DISPENSING
‘ VALID TO 01/08
\ : | | DOCTOR'S NAME AND ADDRESS AND PHONE NUMBER
\ Bloggstown, Co.Dublin
ADDRESS )
\‘ 7654321XX p \
DOCTOR i
e 'm;‘: Ot Jehn Doe Dt John Doe Prespnber address not Iegallly
—— required for health prescriptions
aporess  Somewhere Road Somewhere Road ; S ;
: C ) ie. GMS prescriptions. However, it
Co.Dublin 0. Dublin = : . .
1 Dr ¥ Doe is still best practice to include this
| Telephone 01 1234567
MEDICAL COUNCIL REG NO. L [ - ] I I [ ] ‘,‘ DOCTOR'S SIGNATURE
PHARMACISTS MUST COMPLETE THIS PART
USE ONLY FOR ITEMS PRECISE STRENGTH, QUANTITY DRUS CODE QUANTITY FOR OFFICIAL
|_SUPPLIED |
Clobazam 10mg Tablets. Take One Tablet Twice Daily. Mitte 56 Tablets | | | | 1 | |
(Fifty-six)
'Repeat’ must always be =l L1
stated on schedule 4 part 1 I | 11
Repeat x 2 +—— controlled drug repeat 1 1 1 1 | | |
prescriptions, even on
GMS repeat prescriptions L1 1 1 L1l
— 11 11 |
L 1 1 | [ 11
3rd DISPENSING 2ND DISPENSING 15t DISPENSING
PHARMACY STAMP. COMPUTIR NO. AND DATE OF DISPENS. PHARMACY STAMS COMPUTIR NO. AND DATE OF DISPENS. PHARMACY STAMP. COMPUTER NO. AND DATE OF DISPENS.
SIGNATURE OF PHARMACIST OATE OF 30 Patient Signature
L [ L1 [ | |osrensmo [receweaty
i not patient, please indicate relationship

PART 3 THIS PART WILL BE RETAINED BY YOUR PHARMACIST ON THE THIRD AND FINAL DISPENSING
GMS002
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Appendix 5
Example of Opioid Substitution Prescription

Note: This example refers to a paper-based opioid substitution prescription for Methadone.
Where opioid substitution prescriptions are transferred via Healthmail, it is not necessary to
include the prescriber’s signature in ink in so far as the prescription can be traced
electronically and securely back to the issuing practitioner. All prescriptions for opioid
substitution, whether paper based or transmitted through Healthmail, must be prescribed
using the standard opioid substitution prescription form.

PHARMALY SEQUENCE NO SERIAL NO
.METHADONE PRESCRIPTION FORM [ - -
3597039
PAYIENT DETALS ADDRESS | BLOGSTOWN. | PATENT'S AGE I UNDER 12 YEARS
sunNaME | BLOGGS | 1.—(:c:.1.')UBLlM—rTmmm"c‘\mNo [P H, PH 302167 |
FIRST NAME | JOE | B {

PRESCRIPTION DETAILS DARUG NAME. FORM AND STRENGTH |

INSTALMENT INSTRUCTIONS
Methadone DTF 1mg/ml }

DATE PRESCRIBED ‘

01 03 24 __oral solution - | \ INTERVALS
el A weewoaw | &rE9 1w gt | } DAILY v
01/03 /24 07/03/24 30 7 210
| — ! 1 | \ DAILY (WITH DOUBLE ON SAT,) L4
| OTHEER ITICK) = = e "' " 3
Two Hundred and Ten Mis | £ W Ty o
TOTAL Imis) IN WORDS = l |
o Aol .
/] }’ z } SUPERVISION INSTRUCTIONS
DOCTOR'S SIGNATURE L A A AN = | —brnas
f 3 < SUPEAVISED v
( NQ pa—
4ol : L i 3 1 4 LL MONDAY TO SATURDAY i~
DOCTOR'S NAME. ADDRESS AND TELEPMONE NUMEER OR STAMP ,
I EVERYDAY
Dr John Doe
Somewhere Road o 00 0 OO T O I
OTHER (TICK)
Co Dubfin | e —————
Medical Practitioner
MCRN XXXXXX
Telephone 01 1234587
he——— : “ONLY WITH PRIOR AGREEMENT OF PHARMACIST
PHARMACY SECTION PHARMACY GNIS NO L1 MO OF PHARMACY NAME & ADDRESS STAMP
SUPERVISED DAYS
DRUG CODE _ QUANTITY (mis — _ NO. OF INSTALMENTS YES NO SUPERVISED |
[ | [ . »
| N W VL S— S— L - i - ! - - : —
[
DATE DISPENSED QUANTITY (i) PHARMACIST™S ImALS ‘
[ -— -
\ \
|
= I N | o | | VERIFY THAT | HAVE DISPENSED THE TTEMIS) SPECIFIED HEREON
— A ! . — PHARMACIST'S SIGNATURE

| VERIFY THAT | HAVE RECEIVED THE ITEM(S) SPECGFIED HEREON

SIGNATURE

OF PATIENT OR PATIENT'S AEPRESENTATIVE

TO B8 COMPLETED IN THE CASE OF NON-OPIATE DEPENDENT PERSON

NAME AND ADORESS OF INTIATING CONSULTANT _ HOSPITAL MEDICAL CARD NO. | |
| o HEALTH SERVICES SCHEME
‘\ GMs | | eea| |omuem |

THA geoscriarion foom is (ssuee on Dohatt of the Minister for Health and Chikdrén for thn purtosen
of the Misuse rf Oritts (Sunsrvision af Prescegrtne snd Tunpty of Methakane) Boguiations 1958



Appendix 6
HPRA Website — Information on Medicines Classification

Step 1 — Access HPRA Home (www.HPRA.ie)

Follow @TheHPRA | ¢

HPR AO An tUdarés Rialala Tairgi Slainte My HPRA: Login | Register Search (

Health Products Regulatory Authority

ABOUT US  MEDICINES VETERINARY MEDICAL DEVICES COSMETICS CONTROLLED SUBSTANCES BLOOD, ©

Medicines Availability

Keeping patients and healthcare professionals
informed of resolved and current medicines
shortages notified to the HPRA. See more

Find a medicine | want to:

° Report an
issue

Medicines Veterinary Medicines Generics
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Enter a Trade Name, Active Substance or Licence Number... Q

See
» View all Medicines » Advanced Search e guides &
forms

Step 2 - Enter product name and select product

Follow @TheHPRA | Contactus | As Gaeilge

H pRA : An tUdarés Rialala Téirgi Slainte My HPRA: Login = Register Search our website Q

Health Products Regulatory Authority

ABOUT US =sll&l[I=y VETERINARY MEDICAL DEVICES COSMETICS CONTROLLED SUBSTANCES BLOOD, TISSUES, ORGANS

Medicines » Medicines Information » Find a medicine

> COVID-19 vaccines and The HPRA advises healthcare professionals not to retain printed versions of Summary of Product Characteristics
treatments (SPC) documents. As these documents are subject to frequent content updates, including changes to safety and
dose related information, we recommend that you visit our website as necessary to access the most up-to-date
> Our Role versions. If you have any queries about specific SPCs on our website then please e-mail info@hpra.ie

<

e BuTrans 5 micrograms/hour transdermal patch ~ + Fyow medicine

Find a medicine & Print

Generic/

Interchangeable List Mundipharma ® PA1688/002/001
Pharmaceuticals Limited

v

Traditional Herbal

Medicines
Main Information

Homeopathic
Medicines

v

v

Trade Name

v

Human Vaccines
BuTrans 5 micrograms/hour transdermal patch
> ATC codes

Active Substances Buprenorphine

v

Medicines Shortages



http://www.hpra.ie/

Step 3 - Scroll down to ‘Status’ and ‘Conditions of License’ for details on CD Classification

License status Authorised
Licence Issued 24/06/2005
Legal status

Product subject to prescription which may not be renewed (A)

Supply Status Supply through pharmacies only
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Advertising Status Adbvertising to healthcare professionals only

Conditions of Licence

This product contains a substance listed in schedule 2 to the Misuse of
Drugs Regulations 2017.

Marketing Status Marketed




TABLE 1 — Requirements for Paper and Healthmail Prescriptions for CD2, CD3 and CD4 part 1

Legal requirements

Schedule 2 and 3*

Schedule 4 part 1

Must be written in ink/indelible

Paper: Yes (addressograph sticker not acceptable)
Healthmail: Can be issued electronically via
Healthmail. Pharmacy must print a copy.

Paper: Yes (addressograph sticker not
acceptable)

Healthmail: Can be issued electronically via
Healthmail. Pharmacy must print a copy.

Include Full Name (including first name) of practitioner Yes Yes
Include Practitioner’s Registration Type and Number Yes Yes
State the Date of issue Yes Yes
Must be dispensed within 14 days of date of issue Yes No
Cannot be dispensed before date of issue stated on prescription | Yes Yes

Must be signed by the prescriber in his/hers usual signature

Paper: Yes
Healthmail: Not necessary

Paper: Yes
Healthmail: Not necessary

State the Address of Practitioner

Yes, except for Health prescriptions

Yes, except for Health prescriptions

Practitioner must be registered in Ireland with an address Yes Yes
within the state

Must include Practitioner’s Telephone number Yes Yes
Must include Name (including first name) and address of the Yes Yes

patient

Must state the name of controlled drug

Paper: Yes, and must be handwritten
Healthmail: Yes, but does not need to be handwritten

Yes, but does not need to be handwritten

Must state the dose, form, and strength of controlled drug

Paper: Yes, and must be handwritten
Healthmail: Yes, but does not need to be handwritten

Yes, but does not need to be handwritten

Must state Total Quantity in words and figures

Paper: Yes, and must be handwritten
Healthmail: Yes, but does not need to be handwritten

Yes, but does not need to be handwritten

Repeats allowed

No

Yes

Emergency supply permitted

Yes

Yes

* All stocks of Schedule 2 and 3 controlled drugs in the pharmacy must be stored in the CD safe in line with legislative requirements pertaining to safe
custody. All receipts and supplies of Schedule 2 controlled drugs must be recorded in the controlled drug register in accordance with legislative
requirements pertaining to controlled drug record keeping.
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