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Information about this compliance self-audit checklist
This self-audit checklist has been developed to assist an applicant for, or a current holder of, a wholesale licence (S8, S4, S3, S2 medicines) to undertake their own self audit regarding compliance with the Medicines and Poisons Act 2019 (MPA) and the Medicines and Poisons (Medicines) Regulation 2021 (MPMR).

	Applicant/licensee details

	1. Name of applicant/licensee (as per application/licence details)

	

	2. [bookmark: _Hlk80710834]Queensland Wholesale Licence Number (only where a licence has been previously granted e.g. adding a new site to an existing licence)
	

	3. Address relevant to application/licence:

	

	4. Full name and designation (position) within the applicant/licensee entity, of person/s completing this self-audit checklist 

	

	5. Full name and designation (position) within the applicant/licensee entity approving this self-audit checklist

	

	6. Signature of the person approving this self-audit checklist (referred to in row 5 above), and date of signature

	Signature
	Date



	Document checklist

	The entity applying for the licence/amendment must provide the following documentation to support the application:
· Completed application form signed by entity applying for the initial/renewed/amended wholesale licence
· Where applicable, a current company extract from the Australian Securities and Investments Commission (ASIC) (unless an individual/sole trader or partnership) of the applicant/licensee
· Details of relevant person forms for an Australian-based director, or each partner, or the sole trader of the applicant/licensee entity
· Details of relevant person forms for each supervisor for each location, clearly identifying which locations the supervisor is responsible for 
· Flow chart of business activities which demonstrate who undertakes what actions/activities 
	

	The entity applying for the licence/amendment must have available for inspection the following documentation to support application:
· Substance Management Plan (SMP) in your entity’s name (not a distributor’s SMP) 
· Security Risk Management Plan (SRMP) in your name (not a distributor’s SRMP) 
· This self-audit checklist completed by your entity (not by a distributor) 
· Any documents mentioned in the above documents (e.g., standard operating procedures (SOPs)), which have not been incorporated into the document
Note: Copies of SMP and SRMP are not required to be submitted with your application.
	

	Additional attachments (if required) to support this application:
· Diagram of business structure/model
· Evidence of Commonwealth sponsorship, Commonwealth or interstate licence, approval or permit (or application for any of these authorities) 
· ASIC statement and Details of relevant person form for a director of a third-party distributor 
	





Australian code of good wholesaling practice for medicines in schedules 2, 3, 4 and 8 (the Code)
Please refer to the Code for guidance www.tga.gov.au/publication/australian-code-good-wholesaling-practice-medicines-schedules-2-3-4-8.

Please note that an applicant or a holder of licence to wholesale medicines must comply with all relevant parts of the Code.

The Code contains the following sections:
· Introduction
· Interpretation
· Section 1 Buildings and grounds
· Section 2 Storage facilities
· Section 3 Personnel
· Section 4 Stock handling and stock control
· Section 5 Transport
· Section 6 Management of complaints, return of unused and/or damaged goods and product recalls
· Section 7 Management of records, documentation and standard operating procedures
· Section 8 Cold chain medicines
· Section 9 Security arrangements and procedures
· Section 10 Additional measures for management of controlled drugs (cd) and other goods with high illicit value (GHIV)
· Appendix 1 Goods with high illicit value

[bookmark: _Hlk80859655]

	[bookmark: _Hlk83192724]Section 1 – The Code (s71 MPMR)

	Requirement
	Provide details of how you comply with this requirement

	s71 MPMR
1. Ensure you meet compliance with all requirements in the Code. All relevant parts of the Code should be assessed.
2. If Section 10 of the Code applies to you, have you engaged the services of a consultant who has registration or licensing in security in at least one State/Territory and appropriate industry knowledge to assist in the preparation of the Security Risk Management Plan, and will review the plan when the plan is updated to reflect operational changes that result in a significant increase in risk. Note a copy of this plan must be available to a Queensland Health Inspector undertaking an inspection of your premises.
3. It is also a requirement under s71 MPMR that the supplier ensure any employees comply with the Code. This will include any third-party contractors who undertake storage and delivery on behalf of the supplier.
	

	Section 2 – Substance Management Plans (SMPs) (s93 MPA, Chapter 6 and Schedule 17 MPMR)

	A place where a medicine is stored for supply by wholesale, other than—
a community pharmacy
a specified pharmacy
a place at which a wholesale representative works independently
must make a substance management plan before any regulated activity happens with a regulated substance at, or in connection with, a regulated place (e.g. an authorised site or authorised event), unless the person has a reasonable excuse. 
The substance management plan must state the following: 
the day the plan starts;  
the location of the place;  
the regulated activities and regulated substances to which the plan applies; 
the persons (staff) to whom the plan applies; and 
address the matters specified in the Departmental standard: ‘Substance management plans for medicines’ under the MPMR; and 
be written in a way that is likely to be easily understood by staff. 
The SMP must be made by the responsible person, who is –
if the wholesaler of the medicine is
an individual—the individual
if the wholesaler of the medicine is
a body corporate—each executive
officer of the body corporate
otherwise—the manager of the
place where the medicine is stored
The responsible person must ensure the substance management plan: 
is made available to staff when it is made; and
is reviewed at the time prescribed by the MPMR.

	Requirement
	Provide details of how you comply with this requirement

	1. You must prepare a substance management plan that contains the information stated in the Act i.e.:
the day the plan starts;  
the location of the place;  
the regulated activities and regulated substances to which the plan applies; 
the persons (staff) to whom the plan applies;  
Note: an SMP can include reference to existing organisational documents such as your SOPs. For more information on substance management plans, including the guideline document, refer to https://www.health.qld.gov.au/system-governance/licences/medicines-poisons/medicines/substance-management-plans
	

	[bookmark: _Hlk80778905]Section 3 – Employees and representatives (s70 MPMR and Chapter 5, Part 5 MPMR)

	Requirement
	Provide details of how you comply with this requirement

	[bookmark: _Hlk81285169]s70(1)(a) MPMR
1. Can you ensure stock of a medicine will only be handled by an appropriately qualified adult employed by the licence holder? Note: the definition of ‘employ’ under the MPA is: includes engage on a contract for services
	

	Wholesale representatives
2. Do you employ wholesale representatives?
	

	s70(1)(b) MPMR
3. If yes, will you make and keep records showing the details of any stock given to a wholesale representative by the applicant
	

	s70(1)(c) MPMR
4. If yes, do you have systems in place to ensure each wholesale representative of the supplier is aware of requirements under the MPA applying to the supplier and representative (for representatives see Sch 14 Part 4, Chapter 5 Part 5, and fact sheet on wholesale representatives)
	

	[bookmark: _Hlk83036029]Section 4 – Buying stock (Chapter 4, Part 3 of the MPMR)

	Requirement
	Provide details of how you comply with this requirement

	You must:

	s50 MPMR
1. give a supplier of an S4 or S8 medicine a purchase order before or at the time of supply of the stock 
	

	s51(1) MPMR
2. make a written purchase order for stock of an S4 or S8 medicine and send it to the supplier in a way that is reasonably likely to—minimise fraud or tampering; and if sent electronically—be transmitted securely.
Examples—
• the white space on the purchase order is marked with hatching to prevent additional information being added
• the purchase order is sent using an electronic system which locks when not in use by a person with a unique identifier 
	

	s51(2) MPMR
3. sign the purchase order or use the buyer’s unique identifier in the purchase order
	

	s51(3) MPMR
4. not amend the purchase order once it is made without clearly showing the amendments in the purchase order.
Example for subsection (3) —
the buyer changes the brand name for a medicine stated in the purchase order and initials the order next to the change 
	

	s52 MPMR
5. state the following information in a purchase order for stock of an S4 or S8 medicine—
a) a unique identifier for the purchase order;
b) the date the purchase order is made;
c) the name and address of the buyer;
d) if the stock is to be delivered – 
i. the street address of the buyer; or
ii. an authorised place at which the buyer is authorised to possess the stock; or
iii. if the stock is to be delivered to a hospital – the name of the hospital;
e) the details of the buyer’s authorisation to give the purchase order
f) the name form and strength of the stock sought;
g) the amount of the stock sought 
	

	s53 MPMR
6. In relation to stock of an S8 medicine — on the day the stock is received they must—
a) sign the purchase order for the stock or another notice to confirm they have received all of the stock; or
b) if the stock is delivered to the applicant—ensure a signed notice is sent to the supplier to confirm the applicant has received all of the stock
c) If the stock is bought for a pharmacy, a pharmacist from the pharmacy must sign the purchase order or notice confirming receipt of the stock.
d) The applicant must keep a copy of a notice sent to the supplier under subsection (2)(b).
Notes —
1 See section 224 about keeping records
2 See also chapter 8, part 2, division 3 about recording stock received in a medicine register
	

	Section 5 – Supplying stock (Chapter 4, Part 4 of the MPMR)

	This section applies where you supply stock of a medicine for—
a) retail on-sale; or
b) use by, or in connection with, carrying on a business, industry, profession or trade
Examples for paragraph (b)—
• supply to a midwife for a birthing kit
• supply to the principal of a school for stocking the school
This section does not apply to the supply of medicated feed to a farmer of a group of animals [s54 MPMR]

	Requirement
	Provide details of how you comply with this requirement

	You must:

	s72 MPMR
For any stock
1. Ensure you only supply medicines in a manufacturer’s pack (unless the supplier is authorised to repackage the medicine).
	

	S221 MPMR
For any stock
2. Ensure if preparing a medicine for supply you must not use an immediate container to package the medicine if the person knows the container has previously been used.
































	
	

	s56 MPMR
For an S4 or S8 medicine
3. Ensure that you (the supplier): 
a) i) form a reasonable belief that the buyer is authorised under the Act to give a purchase order; or
ii) is permitted under a corresponding law or another law to obtain the stock; and
b) obtain a compliant purchase order for the stock from the buyer; and
c) where the buyer is the master of a ship, that the purchase order is signed by a medical practitioner unless the stock is required under law e.g. Marine orders 

























	

	s57 MPMR
For an S2 or S3 medicine for an authorised facility (being a community pharmacy or a specified place)
specified place means—
· A health service that is an approved Aboriginal health service under the National Health (Remote Area Aboriginal Health Services Program) Special Arrangement 2107 (PB 107 of 2017 (Cwlth); or
· an aged care facility; or
· a hospital; or
· a school or child care facility; or
· a prison, detention centre or watch-house; or
· a mine; or
· a place stated in a substance authority to be a place where a dealing is authorised.
4. Ensure that you (the supplier) — 
a) form a reasonable belief that the buyer is permitted by the buyer’s employer to buy the stock for the authorised facility; 
b) form a reasonable belief that the buyer has a reasonable need for the stock, and the amount of stock sought, for the facility; and
c) receive a purchase order for the stock signed by the buyer; and
d) where the stock is to be delivered—obtain a street address for delivery of the stock.



	




	

	s58 MPMR
For stock of an S2 or S3 medicine sought by a buyer for practising a buyer’s profession, other than at an authorised facility
5. Ensure that you (the supplier) — 
a) form a reasonable belief that the buyer is authorised under the MPA, or permitted under a corresponding law or another law, to administer the medicine without a prescription; 
b) form a reasonable belief that the buyer has a reasonable need for the stock, and the amount of stock sought, for the facility; and
c) receive a purchase order for the stock signed by the buyer; and
d) where the stock is to be delivered—obtain a street address for delivery of the stock.
	

	s59 MPMR
For stock of an S2 or S3 medicine sought by a buyer for manufacture or on-sale, other than at an authorised facility 
6. Ensure that you (the supplier) — 
a) form a reasonable belief that the buyer is authorised under the Act, or permitted under a corresponding law or another law, to manufacture or sell the medicine; 
b) receive a purchase order for the stock signed by the buyer; and
c) where the stock is to be delivered—obtain a street address for delivery of the stock.
	

	s60 MPMR
When supply is not permitted
7. You (the supplier) must not supply a stock of medicine —
a) Where you (the supplier) reasonably suspects—
i) the purchase order for the stock has been unlawfully obtained or made; or
ii) the purchase order for the stock has been fulfilled or cancelled.
b) Where the date stated on the purchase order is more than 1 year before the day on which the stock is proposed to be supplied.
	

	s61 & s62 MPMR
Documentation
8. When supplying stock of a medicine, you (the supplier) will—
i) Give the buyer an invoice or other notice (a notice) stating the following information—
a) a unique identifier for the notice;
b) the date of the supply;  
c) the name and address of the buyer;
d) if the stock is delivered—the place to which the stock is delivered;
e) the details of the buyer’s authorisation or permission to buy the stock;
f) the name, form and strength of the medicine supplied;
g) the amount of stock of the medicine supplied.

ii) Keep a copy of the notice or a record of the details contained in the notice.
Note—
See section 224 about keeping records. 
· mark the purchase order for the stock in a way that shows the order has been supplied and, if applicable, delivered; and
· keep a copy of the marked purchase order.  
	

	s64 MPMR
Delivery of supplied stock
9. When delivering, or arranging delivery of stock of a medicine to a buyer, you (the supplier) will ensure stock of a medicine is—
a) sealed in a securely closed package that is likely to show if the package breaks or anyone tampers with it; and
b) clearly labelled with the name of the buyer of the medicine and street address for delivery stated on the purchase order for the stock or otherwise obtained by the supplier. 
	

	s65 MPMR
Delivery of supplied stock
10. For S8 medicines:
Ensure the stock is packaged for delivery in a way that does not—
a) mix the S8 medicine with anything other than other S8 medicines; or
b) label or mark the packaging with a statement indicating it contains an S8 medicine.
	

	s66 MPMR
Engaging carrier
11. Make enquiries to reasonably consider the carrier is capable of complying with—
a) for stock of an S4 or S8 medicine—the requirements in Part 5 of the MPMR; or
b) for stock of an S2 or S3 medicine—section 220 of the MPMR.
AND
c) Before arranging with the carrier to deliver the stock, the supplier must notify the carrier of the temperature limits for the stock that are recommended by the manufacturer of the medicine.
Note— See section 76 about carriers storing medicines within notified temperature limits. 
	

	s67 MPMR
Only deliver, or arrange delivery of, stock of a medicine to the street address stated on the purchase order for the stock or otherwise obtained by the supplier.
Notes—
1 Under sections 57 to 59, the supplier must obtain the street address for delivery of stock of S2 and S3 medicines.
2 Under section 52, the street address for delivery of stock must be stated on the purchase order. 
	

	s68 MPMR
For S8 medicines:
12. You will obtain a signed notice acknowledging receipt of the delivery of the stock from the buyer of the stock, or from an adult acting, or purportedly acting, on behalf of the buyer at the buyer’s street address and keep the notice.
	

	s69 MPMR
Notifying chief executive if no receipt provided
13. You are aware that if you have not received from a buyer a notice of receipt mentioned in section 53 of the MPMR within 5 business days after the date of delivery of stock of a medicine, you must give a notice to the chief executive of Queensland Health in the approved form, about the buyer’s failure to confirm receipt. 
	

	s73(1) MPMR 
Labels
14. You will only supply stock of a medicine to a buyer where the labelling on the medicine complies with—
(a) the labelling requirements for the medicine stated in Part 2, Section 1 of the Commonwealth Poisons Standard; or
(b) if an alternative way for labelling the medicine is approved, or taken to be approved, under section 237 of the MPMR—the alternative way (or an exemption mentioned in the Poisons Standard)
	

	s73(2) MPMR 
Containers
15. You will only supply stock of a medicine to a buyer where the container of the medicine complies with—
(a) the requirements for containers for the medicine stated in Part 2, Section 2 of the Commonwealth Poisons Standard; or
(b) if an alternative way for packaging the medicine is approved, or taken to be approved, under section 237 of the MPMR—the alternative way (or an exemption mentioned in the Poisons Standard)
	

	Section 6 – Disposal of waste (Chapter 4, Part 11 of the MPMR)

	The holder of a wholesale licence will include authorisation to dispose of waste from a diversion-risk medicine, thus they will become an ‘approved disposer’.
An approved disposer is a person who is authorised to dispose of waste from a diversion-risk medicine.

	[bookmark: _Hlk127259317]Requirement
	Provide details of how you comply with this requirement

	You will ensure:

	s145 MPMR 
0. That S8 waste is—
(a) placed in an S8 safe; and
(b) separated from other medicines in the safe; and
(c) clearly marked for destruction. [s145 MPMR]
	

	s146 MPMR 
0. That you (the disposer/giver) must not transfer S8 waste for destruction other than to another person (a receiver) who the disposer reasonably believes is an approved disposer authorised to destroy the S8 waste.
	

	s146 MPMR 
0. The receiver must acknowledge receipt of the S8 waste by—
(a) signing an entry for the transfer of the waste in the
medicine register for the S8 safe in which the waste was kept before the transfer; or
(b) signing a separate notice for the giver.
The giver must keep a notice provided to the giver. 
	

	s147(1) MPMR 
0. An approved disposer must not destroy S8 waste unless the approved disposer is—
(a) any of the following persons in charge of disposal at a place—
(i) ambulance officer;
(ii) dentist;
(iii) medical practitioner;
(iv) nurse practitioner, midwife, registered nurse or
enrolled nurse;
(v) pharmacist;
(vi) podiatrist or podiatric surgeon;
(vii) veterinary surgeon; or
(b) specifically authorised to supervise the destruction of the waste under a substance authority.
	

	s147(2) MPMR
0. The approved disposer must not destroy the S8 waste unless the destruction is witnessed by a person not related or married to, or in a de facto relationship with, the approved disposer who is—
(a) a member of a class of persons mentioned in section 147(1) [listed above]; or
(b) an inspector appointed under the MPA; or
(c) a police officer.
	

	s148 MPMR
Other (non-S8) diversion-risk medicine waste
0. An approved disposer must not leave the waste unattended in a location unless the disposer reasonably believes—
(a) a member of the public could not access the waste
without being seen; and
(b) the waste is likely to be taken for destruction as soon as practicable.
	

	[bookmark: _Hlk81466447]Section 7 – Storage (Chapter 8, Part 2 of the MPMR)

	For reference, definitions from Chapter 8, Part 2 of the MPMR regarding secure storage systems, are as follows:
access, in relation to an S8 safe, means a device or electronic way to open the safe.
assistant, for possessing a medicine, means a person who is authorised to possess the medicine only under the supervision of another person.
authorised user, of a medicine, means a person who is authorised to deal with the medicine, other than a person who is an assistant.
medicine store means any receptacle, structure or part of a vehicle used for the storage or preservation of medicines.
Examples—
chest, cupboard, refrigerator, room, vehicle cage
medicine store establisher, for a place, means—
a) if the place is a shared clinic—the person appointed under section 196(2)(b) for the clinic; or
b) otherwise—a person who possesses S2, S3 or S4 medicines at the place for independently practising a profession or performing a function.
S8 safe means a lockable medicine store for S8 medicines or S8 waste.
S8 safe establisher, for a place, means—
a) if the place is a shared clinic—a person appointed under section 196(2)(a) for the clinic; or
b) otherwise—a person who possesses S8 medicines at the place for independently practising a profession or performing a function.
shared clinic means a place at which medicines are possessed for more than 1 person to use for supply or administration to more than 1 person.

	Requirement
	Provide details of how you comply with this requirement

	You must ensure:

	s196 MPMR
1. Appointing establishers and managers
You must ensure, for a shared clinic (which includes a wholesaler) the person in charge will:
Appoint, in writing, an appropriately qualified person to be responsible for establishing and maintaining—
a) an S8 safe for S8 medicines possessed at the clinic; and
b) a medicine store for any other medicines possessed at the clinic.
Appoint, in writing, an appropriately qualified person to be a manager of the S8 safe or medicine store at the clinic.
Take all reasonable steps to ensure that each person appointed above is advised, in writing, of the provisions applying to the person 
	

	s197 MPMR
2. S8 safe must comply with standard
You must ensure that
a) The S8 safe establisher will establish an S8 safe for S8 medicines at the place in a way that complies with the departmental standard called ‘Secure storage of S8 medicines’. and
b) The S8 safe establisher must take all reasonable steps to ensure the S8 safe is established and maintained in a way that keeps the medicines in the safe in accordance with the manufacturer’s conditions for the medicines.
	

	s198 MPMR
3. Storage for safety and quality of medicines
a) A medicine store establisher for a place will establish and maintain a medicine store for storing S2, S3 and S4 medicines at the place.
b) The medicine store establisher must take all reasonable steps to ensure the medicine store is established and maintained in a way that keeps the medicines in the store in accordance with the manufacturer’s conditions for the medicines.
c) If pentobarbital is possessed at the place, the medicine store establisher must ensure the medicine store for the pentobarbital is lockable. 
	

	s199 MPMR
4. Preventing unauthorised access to medicines
a) A medicine store establisher for a place will put each medicine store for the place in an area where the establisher reasonably believes a member of the public could not access the store without being seen by a worker at the place.
b) If pseudoephedrine is possessed at the place, the medicine store must also be kept in an area that is out of sight from members of the public.
	

	s200 MPMR
5. Have you (the supplier) demonstrated how you meet the following requirements:
a) The S8 safe establisher may give a person access to an S8 safe at a place only if—the person is an authorised user of the S8 medicines kept in the safe at the place;
Examples of giving access to an S8 safe—
· giving a person a key or swipe card that opens the S8 safe
· providing a person with a way to generate a code or password for an electronic keypad that opens the S8 safe
· entering a person’s biometric information into an electronic system that allows the person to open the safe
b) The S8 safe establisher may give the access to the authorised user only if the user’s access is subject to any restrictions or controls required under— the departmental standard called ‘Secure storage of S8 medicines’; and
Examples of restrictions or controls—
· a key or swipe card does not have any marking on it to identify it opens an S8 safe
· a code or password is connected to a system that records when it is used the amount of the stock sought
	

	s201 MPMR
6. Regarding using S8 safes and stores by an authorised user of an S8 medicine who has been given access to an S8 safe to obtain the medicine, have you (the supplier) demonstrated how they meet the following requirements:
Ensure the authorised user will—
a) keep any device or information that allows the user to access the S8 safe secure; 
Examples of information—
code, identification number, password
b) comply with any restrictions or controls on the access given in writing to the user by the safe establisher; and
c) close and lock the safe when the user is no longer using it.
	

	s201 MPMR
7. Where the authorised user is supervising an assistant possessing a medicine., they may give the assistant the user’s device for accessing the S8 safe for the purpose for which the assistant is authorised only if—
a) the device operates solely as a key to open and close the S8 safe, without an additional code or password; and
b) the user gets the device back from the assistant immediately after the assistant uses it.
Note— See also division 3 in relation to recording information in the medicine register kept with an S8 safe. [S201 MPMR]
	

	s202 MPMR
8. Ensure where the authorised user of a medicine or an assistant possessing a medicine at a place, without a reasonable excuse, will not—
a) take the medicine from an S8 safe or a medicine store at the place unless the medicine is intended for supply or administration; or 
b) leave the medicine unattended in an area other than the S8 safe or medicine store at the place for the medicine. [S202 MPMR]
	

	Section 8 – Medicine registers (Chapter 8, Part 2 of the MPMR)

	For reference, definitions from Chapter 8, Part 2 of the MPMR regarding medicine registers as follows:
approved store means a medicine store established for dealing with medicines under any of the following general approvals—
a) a general approval (acute health conditions at isolated sites);
b) a general approval (emergency first aid);
c) a general approval (emergency management of animals). Will not need this for wholesalers
manager, of an S8 safe or approved store, means—
a) a person appointed under section 196(3) to be the manager of the safe or store; or
b) a person who keeps the safe or store for independently practising a profession or performing a function.
c) type, of a medicine, means each form and strength of a type of the medicine.
Examples of types of medicines—
· morphine sulfate pentahydrate 10mg tablet
· morphine sulfate pentahydrate 10mg modified release tablet
· oxycodone hydrochloride 10mg capsule
· oxycodone hydrochloride 10mg modified release tablet
A medicine register, for an S8 safe or approved store, is a document that states—
a) when each type of medicine is put in, or taken from, the safe or store for a dealing; and
b) the amount of the type of medicine in the safe or store at any given time.
These requirements apply in relation to medicines put in, or taken from, an S8 safe or approved store including in relation to medicines moved or distributed at or between workplaces. The MPA section 29 provides:
Distribution or transfer in workplaces
1. This section applies if—
a) an entity is authorised to carry out a regulated activity with a regulated substance at 1 or more places; and
b) the regulated substance is distributed or transferred between workers for the entity at or between the places.
2. Despite sections 22 and 24 of the MPA, the distribution or transfer of the regulated substance is treated as possessing, rather than buying or supplying, the substance under the MPA.



	Requirement
	Any comments including how you comply with this requirement

	You will:

	s206 MPMR
1. Ensure a manager of an S8 safe or approved store will take all reasonable steps to—
a) make and keep a medicine register for the safe or store; and
b) keep the medicine register with, or as close as practicable to, the safe or store. 
	

	s207 MPMR
2. Ensure a manager of an S8 safe or approved store will organise the information in the medicine register for the safe or store in a
way that shows—
a) the medicines stored in the safe or store at any given time; and
b) the dealings related to the medicines stored in the safe or store listed consecutively based on the time the dealings occurred, to the extent practicable; and
c) a separate record for each type of medicine
Note: information about medicines disposed of by destruction may be shown in a single, combined record that is separate from the record for a particular type of medicine.
	

	s208 MPMR
Electronic registers
3. Ensure a manager will take all reasonable steps to ensure the electronic register has the following properties—
a) a person can not make entries in the register unless the person has a secure system identifier;
b) a secure system identifier is automatically recorded for every person making every entry in the register;
c) an entry made by an assistant possessing a medicine is shown as pending in the register until—
i. an authorised user who is supervising the assistant confirms the entry; or
ii. if the entry relates to disposal of waste from a diversion-risk medicine by destruction—a witness confirms the entry;
d) a unique reference number is recorded with the time and date of each entry that is confirmed;
e) an entry that has been confirmed cannot be deleted from the register;
f) a hard copy report can be produced at any time from the register to show—
i. the balance of medicines to which the register applies at that time; or
ii. the confirmed entries in the register for any particular period of time for which the register applies.
	

	s208 MPMR
4. Ensure a manager must not give a secure system identifier for the electronic register to a person unless—
a) the person is an authorised user of the medicines in the S8 safe or approved store; or
b) if the person is an assistant dealing with a medicine from the S8 safe or approved store—the person is given a secure system identifier that only permits the person to make entries mentioned in subsection (2)(c) in the register. 
	

	s208 MPMR
5. Ensure the manager will make and keep a record of each person’s secure system identifier for the electronic register.
	

	s209 MPMR
Paper registers
6. Ensure a manager will take all reasonable steps to ensure the medicine register has the following properties—
a) a page can not be removed from the register without detection;
Example—
a bound book with consecutively numbered pages
b) a separate page is used for each type of medicine. 
	

	s210 MPMR
7. Where the original register has no space or pages remaining to record entries, ensure the manager will (unless they have a reasonable excuse)-
a) replace the original register with a new medicine register; and
b) in the new register, record the amount of each type of medicine stated in the last entry of the original register; and
c) reconcile the record with the amount of medicine physically held in the S8 safe or approved store; and
d) keep the original register.
	

	s211-213 MPMR
Users of registers 
8. Ensure when an authorised user or assistant accesses an S8 safe or approved store for a dealing with a type of medicine, that as soon as practicable, but no later than 24 hours, after the dealing, the authorised user or assistant will take all reasonable steps to ensure a record is made in the medicine register of the following information:
Note: authorised users and assistants are defined in section 7
General information
a) the date of the dealing; and
b) the amount of the medicine; and
c) a description of the dealing; and
d) for an authorised user—the signature of the authorized user; and
e) for an assistant—
i. the name of the assistant; and
ii. the signature of the authorised user supervising the assistant; and
f) the name and signature of any other person recording the information; and
g) the amount of medicine remaining after the dealing.
Specific information
a) for stock of a medicine put in or taken from the S8 safe or approved store to which the register applies—
i. the name and address of the supplier of the stock; and
ii. the unique identifier of the notice mentioned in section 61(1) for the supply of the stock; and
iii. the name and address of the person to whom the stock was supplied; and
iv. the unique identifier (if any) of the purchase order for the supply;
b) for administration—
i. if the administration is to a person—the name of the person; and
ii. if the administration is to an animal—the name of the owner or custodian of the animal; and
iii. if the administration happens at a specified place—the time of the administration;
c) for dispensing or giving a treatment dose on a prescription—
i. the name of the prescriber; and
ii. (ii) the unique identifier (if any) of the prescription; and
iii. (iii) if the medicine is dispensed or given to a
iv. person—the name and address of the person; and
v. (iv) if the medicine is dispensed or given to an animal—the name and address of the owner or custodian of the animal;
d) for a dealing under a general approval—the name of the person who authorised the dealing;
e) for possession by distribution—the name of the person to whom the medicine was given or the place where the medicine was moved;
f) for disposal of waste from a diversion-risk medicine by transfer—the name and signature of the person to whom the waste was transferred;
Note—
See also section 146 for the requirement for the transferee to sign the medicine register in particular circumstances.
g) for disposal of waste from a diversion-risk medicine by destruction—
i. the name and signature of the person who witnessed the destruction of the medicine; and
ii. information stating the person’s authority to witness the destruction.
Note— See also section 147 in relation to destruction.
	

	s214 MPMR
Amending register
9. Ensure a person will not amend the medicine register for an S8 safe or approved store unless the person is correcting the register by making a record of the following information with the entry—
a) the date the correction is made;
b) the name and position of the person making the correction;
c) the reason for the correction;
d) if the correction relates to the disposal of waste from a diversion-risk medicine by destruction—the name and position of the person who witnessed the destruction of the medicine.
The person must not cancel, delete or obscure an original entry when making the correction.
	

	s215 MPMR
Keeping secure system identifier secure
10. Ensure a person given a secure system identifier for a medicine register for an S8 safe or an approved store kept in an electronic form must take all reasonable steps to keep the identifier secure from access by another person.
Examples of reasonable steps—
using a strong password or locking a device on which the secure system identifier is stored
	

	s216 MPMR
Making entries in paper register
11. Ensure a person will not make an entry in a medicine register for an S8 safe or approved store kept on paper unless the person— 
a) is permitted to make the entry by a manager of the safe or store; and
b) signs the entry, including any corrections to the entry; and
c) does not remove or tamper with pages in the register.
	

	s217 MPMR
Managers reconciling registers
12. Ensure a manager of an S8 safe or approved store will—
a) reconcile the register for the safe or store at least monthly with the amount of medicines physically held in the safe or store; and
b) record the date the reconciliation is done in the medicine register.
if a substance management plan applies to the place at which the S8 safe or approved store is located, the reconciliation must be done at the times stated in the substance management plan.
Note— See section 210 about reconciling a replacement paper register.
	

	s218 MPMR
Reporting lost, stolen or destroyed register
13. If a medicine register for an S8 safe or approved store is lost, stolen or destroyed (each an incident), ensure a manager of the safe or store will give notice about the incident to the chief executive in the approved form as soon as practicable, but no later than the end of the next business day, after the incident.
	

	Section 9 – General requirements, including recording and keeping information and notifications 

	Requirement
	Any comments including how you comply with this requirement

	s40-41 MPMR
1. Can you ensure that:
a) you will keep any invoice received for any medicine supplied to you (the supplier) for a dealing under the authority; and 
b) any records required to be kept under the Act in relation to an authorised place stated in the authority are available for inspection at the place.
(However, if the records are kept electronically, you (the supplier) must ensure the records for each authorised place stated in the authority are available for inspection from the primary place of business of the holder).
	

	s74 MPMR 
2. You are aware that you must keep an authorised place where the stock is kept open for inspection during the times the place is open for carrying on business or otherwise open for entry. 
	

	s222 MPMR 
3. If you intend writing on paper, including to make a purchase order, you will write:
(a) in ink; and
(b) legibly, other than the person’s signature; and
(c) in English or use terms or symbols, including Latin terms, used in the ordinary practice of the person’s profession.
	

	s223 MPMR 
4. If you intend writing an electronic document, including to make an electronic purchase order, you will:
(a) write in English or use terms or symbols, including Latin terms, used in the ordinary practice of the person’s profession; and
(b) if the entry relates to another document—link or attach the other document to the electronic document.
	

	s224 MPMR 
5. 
a) You will ensure where a record must be made or kept that: 
i) the record is kept in a retrievable form but is kept securely to ensure it cannot be altered, obscured, deleted or removed without detection; and
ii) the record is kept for a period of two years after it is made, or for a medicine register, for two years after the last entry in the register is made; and 
b) If the record is kept electronically, the applicant will—
i) ensure any data stored in the record is secure and tamper-proof in accordance with acceptable industry standards; and
ii) backup the record regularly during the period for which the record must be kept. 
	

	s42-43 MPMR 
Notifying changes
6. You can ensure compliance with the following notification requirements:
A licence holder must give notice to the chief executive of Queensland Health in the approved form if any of the following changes are proposed by the licence holder: 
a) a change to an authorised place stated in the licence;
b) a change to a relevant person stated in the licence; and
c) another change to the licence holder’s circumstances that substantially affects the holder’s ability to comply with a condition of the licence.
Where a licence holder proposes to stop carrying out a dealing with a medicine under a licence, the holder must give the chief executive of Queensland Health a notice in the approved form stating the following information:
a) the day the dealing is proposed to stop; 
b) the amount of medicines that are likely to be unused on that day, if any; and
c) how the licence holder proposes to deal with any unused medicines.
	

	s231 MPMR 
Notification of loss or theft
7. You can ensure you, or a wholesale representative:
Will report the loss or theft of a diversion-risk medicine that was in the possession of the wholesaler
immediately before the loss or theft. 
The report must be made as soon as practicable, but no later than the end of the next business day, after the loss or theft—
(a) to the Queensland Police Service; and
(b) to the chief executive of Queensland Health in the approved form.
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