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Pharmacy Quality Audits 
All community pharmacies that have a licence to operate are audited approximately once every four 
years by the Medicines Control team who are part of the Ministry of Health.  
Pharmacy Quality Audits are designed to assess the level of compliance within the pharmacy, of 
legislative and quality requirements, outlined in the Community Pharmacy Services Agreement (CPSA) 
see Appendix 1. 

Legislation the Medicines Control team looks at in particular are: 
• Medicines Act 1981
• Medicines Regulations 1984
• Misuse of Drugs Act 1975
• Misuse of Drugs Regulations 1977

An auditor, who is a pharmacist from Medicines Control, visits the community pharmacy to complete 
the audit at a pre-arranged time. The community pharmacy has at least two weeks’ notice of the audit. 
There are up to 67 criteria that are checked for compliance which takes up to 8 hours to complete. 

Inspection Audits 
In 2017 inspection audits were piloted where an auditor visits the pharmacy unannounced i.e. the 
pharmacy does not receive notification of when the auditor will arrive. Ten criteria (see Appendix 2) 
are checked for compliance and the audit is completed within 1-2 hours. This allows many more 
pharmacies to be inspected to verify that standards of pharmacy practice are being upheld. 

Rating indicators 
The following attainment levels are incremental and based on a continuous quality improvement 
model. 
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     Attainment Level                      Description  

LP  Leading Practice  The auditee can clearly demonstrate achievement beyond the 
expected full attainment and evidence is available of actions 
taken based on findings from an internal review as part of a 
robust quality management system.  

FA  Fully Attained  The auditee can clearly demonstrate implementation (such as 
practice evidence, training, records, visual evidence) of the 
process, systems or structures in order to meet the criterion.  

PA  Partially Attained  The auditee is able to demonstrate evidence of appropriate 
process (such as policy/ procedure/ guideline), system or 
structure implementation without the required supporting 
documentation; or a documented process (such as 
policy/procedure/ guideline), system or structure is evident but 
the auditee is unable to demonstrate implementation where this 
is required.  

UA  Unattained  The auditee is unable to demonstrate appropriate processes, 
systems or structures to meet the criterion.  

NA  Not Applicable  The criterion is not applicable to the licensed activities and does 
not therefore apply.  

 
When a partially attained (PA) or unattained (UA) attainment is assigned, a risk is then determined 
by the auditor, with reference to the Risk Management Matrix below. The auditor considers both 
safety and regulatory consequences, and the likelihood of occurrence, to determine the risk. 
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Mini Quality Audit  

As one of your tasks your supervising preceptor may ask you to perform a Mini Quality Audit. Included in the template below are the ten criterion used in 
the pilot inspection audits. The sentences in italics may provide some guidance of what you are checking for. There are blank spaces for additional criteria 
your supervising preceptor may ask you to audit the pharmacy on, refer to Appendix 4 for additional audit criteria. Remember the rating indicators below: 

LP Leading Practice          FA Fully Attained               PA Partially Attained         UA Unattained              NA Not Applicable 

And use the description of these on page 2 to guide you in your assessment of the criteria. Add as many comments as you can to justify your assessment. 

Criterion LP FA PA UA NA Comments 
All staff are suitably qualified for the pharmacy services provided from the 
premises.  
Are only qualified staff working in the dispensary? Are registration and 
accreditation certificates for qualified staff displayed or available on request? 
 
 

      

There is ready access at the premises to all the required pharmacy equipment.  
Use the checklist of pharmacy equipment required in Appendix 3 to check if 
the equipment is available on site. Does weighing equipment have a current 
certificate of accuracy? Are reference resources available? Do staff know how 
to access online resources – including passwords for these? 
 
 

      

Appropriate corrective actions are implemented, documented and reviewed 
contributing to continuous quality improvement.  
Is there a Standard Operating Procedure for Quality Improvement? Are ‘near 
misses and/or errors’ in the dispensing process identified and 
documented/reviewed? 
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Controlled drugs requiring storage in a safe, are securely held in an approved 
controlled drugs safe.  
Is there a SOP for storage of CDs? Is the SOP implemented by staff? Are all 
relevant controlled drugs stored in the safe? Is the safe kept locked at all 
times? Is the drug safe fixed to the premises i.e. bolted to the floor or similar? 

Criterion LP FA PA UA NA Comments 
Prescription medicines are supplied in accordance with regulatory and 
professional requirements.  
Is the dispensing SOP followed accurately and consistently?Do dispensary staff 
know where to check the classification of a medicine (medicines classification 
database at www.medsafe.govt.nz)? Are there SOPs for emergency supplies 
and repackaging of medicines for supply over the counter?  Are emergency 
supplies 72 hours supply only? 

An approved form of controlled drugs register is appropriately and accurately 
maintained, and retained on the premises for four years.  
Are stock takes recorded in the CD register for end of June and December? Are 
all details entered into the register correctly? Is the stock on hand checked 
against the running balance in the register with each dispensing? Is this 
recorded e.g. tick against balance. Are entries made into the CD register at the 
point of dispensing? 

Compounding records for individually compounded products are 
appropriately maintained and stored on the premises for at least three years.  
Is the SOP followed for compounding? Are all details entered accurately and 
legibly on the compounding record? Is a copy of the label included on the 
compounding record? Are compounding records for the past three years easily 
retrievable? Are out of date starting materials used? 



 
 

5 
Pharmacy Placements  April 2018 

Medicines requiring supply by an accredited pharmacist (e.g. trimethoprim, 
sildenafil, sumatriptan etc) are recorded, sold and labelled in accordance with 
regulatory and professional requirements.  
Are records of Pharmacist Only Medicine consultations available? Are 
conditions of supply being adhered to? Are quantities supplied within legal 
limits? Are patient assessment forms being completed fully? 
 

      

Criterion LP FA PA UA NA Comments 
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Recommendations 

Step 1. Summarise your findings in a report for the pharmacy i.e. identify what 
you have found using your comments from the template. You may want to include 
a safety consequence using the risk management matrix on page 2. 

Step 2. Add any suggestions or recommendations you may have for your 
supervising preceptor. Make sure you justify why you are making these 
suggestions or recommendations. 

Step 3. You may be asked to review or write some of the pharmacy’s Standard 
Operating Procedures so they more accurately represent how the pharmacy 
carries out their daily activities. Please refer to the resource “Writing Standard 
Operating Procedures (SOPs)” from the Pharmacy Council of NZ. 
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Appendix 1 Community Pharmacy Services Agreement – Part J. 
Audits (consolidated version June 2017) 

J1 Audits generally  
 
J1.1 Purpose of Audit  
We intend that the Audit process will help ensure that public money is effectively applied in the 
health sector so as to improve the quality of Services and the provision of Pharmaceutical advice and 
information and to provide optimum health benefits to Eligible Persons. The provisions set out in 
this Part J (and where relevant, the LTC Pharmacy Services Protocol) are to enable us to inspect, 
monitor, audit, investigate, review and evaluate:  
(a) whether you are delivering the Services;  
(b) whether you are complying with the Quality Specifications set out in Part G of this Agreement;  
(c) whether you have been claiming for payment appropriately according to the procedure set out in 
Part H;  
(d) whether you are complying with all of your other obligations under this Agreement, including the 
Pharmaceutical Transactions Data Specification and the Procedures Manual;  
(e) whether you are complying with the requirements of the Pharmaceutical Schedule; and  
(f) whether assessments and approvals against the LTC Access Criteria or LTC Exit Criteria are being 
correctly conducted.  
 
J1.2 Compliance with Audit Framework  
We both agree that, where we conduct an Audit under this Part J (and where relevant, the LTC 
Pharmacy Services Protocol), we will endeavour to meet the Audit principles and process in the 
Audit Framework set out in Schedule J1. The Audit Framework provides guidelines for conducting 
Audits and may be amended and updated by us from time to time, following consultation with you. 
If there is any conflict between the Audit Framework provisions in Schedule J1 and the provisions in 
this Part J, the provisions in this Part J (and where relevant, the LTC Pharmacy Services Protocol) will 
prevail.  
 
J1.3 Material obligation to complete Audit  
You must co-operate with us and provide us and our Auditor with all reasonable assistance to ensure 
that any Audit conducted by us or our Auditor under this Part J (and where relevant, the LTC 
Pharmacy Services Protocol) is fully and properly completed to our and our Auditor's satisfaction. 
For the avoidance of doubt, your obligation under this clause J1.3 constitutes a material obligation 
for the purposes of Part O.  
 
J2 Audit Requirements  
J2.1 Access for Audits  
You agree to co-operate with us to allow our Auditor or Auditors to access:  
(a) your Premises;  
(b) your Records and any other information, in whatever form, that relates to this Agreement, the 
Service Users and their families and associates; and  
(c) your Staff,  
for the purposes of, and during the course of, conducting an Audit. You further agree to ensure that 
we and our authorised agents have equivalent access in relation to any Services provided through 
any subcontractor, contractor, agent or other personnel.  
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J2.2 No unreasonable disruption  
We shall ensure that the conduct of any Audit and our access in terms of clause J2.1 does not 
unreasonably disrupt your ability to provide, and the provision of, the Services. 

J2.3 Notice of Audit  
We will give you ten Business Days' prior written notice of our intention to carry out an Audit, except 
where we have reasonable grounds to believe that:  
(a) there has been a material breach of the Agreement; or  
(b) a delay of ten Business Days would unreasonably prejudice the integrity of the Audit; or  
(c) a delay of ten Business Days would unreasonably prejudice the interests of any Eligible Person,  
in which case a reduced notice period may be given which is reasonable in the circumstances (and 
may include less than 24 hours notice or no notice in some circumstances). Where we reasonably 
suspect that fraudulent claiming has occurred, we may enter your premises and conduct an Audit at 
any time without prior notice.  
 
J2.4 Times for Audit  
Any aspect of an Audit that involves access to your Premises or personnel may, subject to clause 
J2.3, be carried out at any time during business hours, or at any other time by arrangement with 
you.  
 
J2.5 Appointment of auditors  
We shall appoint a suitably experienced and/or qualified and competent member of our staff or a 
third party as auditor to carry out on our behalf any Audit under this Agreement (the Auditor). The 
notice referred to in clause J2.3 will include the identity of the person or persons appointed as 
Auditors and their qualifications, if any, and a declaration from such person or persons of any 
conflicts of interest he or she may have.  
 
J2.6 Conduct of Audit  
Subject to clause J2.8, in conducting any Audit our Auditors:  
(a) may access Health Information about any Service User;  
(b) may observe the provision of the Services;  
(c) may survey and/or interview Service Users, their families or their associates, in relation to the 
provision of Services under this Agreement in respect of the particular Service User, or any Staff;  
(d) may make copies of any part of the Records or information for the purposes of the Audit, except 
to the extent restrained by law;  
(e) must ensure that all Audit activities meet professional, legal and contractual requirements;  
(f) must advise Providers that they are entitled to have a person present during an on-site visit;  
(g) must prepare Audit reports in a timely manner detailing the facts found during an audit; and  
(h) must establish follow-up processes appropriate to each particular Audit situation.  
 
J2.7 Audits after Agreement terminated  
Audits may continue to be conducted under this Part J (and where relevant, the LTC Pharmacy 
Services Protocol) after this Agreement has terminated, but only to the extent that it is relevant to 
the period during which this Agreement was in force.  
 
J2.8 Limitation of rights of Audit  
The conduct of any Audit shall be in accordance with the Health Act 1956 and the Privacy Act 1993, 
including the Health Information Privacy Code 1994 covering the use of Health Information held by 
health agencies, and any other relevant law.  
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Appendix 2 Inspection Audit Criteria 
 
Audit Criteria Selection  
During the pilot each pharmacy was assessed against a defined set of 10 criteria, selected 
from the pharmacy quality audit tool. The 10 criteria are generally applicable to all 
pharmacies, irrespective of any specialised services that may be provided from the 
premises.  
 
The criteria were selected with 
reference to their criterion rating 
indicator for the 2015/16 and 
2016/17 audit years 
(approximately 18 months of 
‘baseline’ data), and consideration 
of the number of critical and high 
risk non-compliances identified 
during this time period.  
 
Criterion  

Description  

1.02.01  All staff are suitably qualified for the pharmacy services 
provided from the premises.  

2.02.01  There is ready access at the premises to all the required 
pharmacy equipment.  

3.03.02  Appropriate corrective actions are implemented, 
documented and reviewed contributing to continuous 
quality improvement.  

4.01.02  Controlled drugs requiring storage in a safe, are securely 
held in an approved controlled drugs safe.  

4.01.04  Fridge temperatures are consistently maintained between 
2-8°C.  

5.01.02  Prescription medicines are supplied in accordance with 
regulatory and professional requirements.  

5.02.01  An approved form of controlled drugs register is 
appropriately and accurately maintained, and retained on 
the premises for four years.  

5.05.04  Compounding records for individually compounded 
products are appropriately maintained and stored on the 
premises for at least three years.  

5.07.04  Medicines requiring supply by an accredited pharmacist 
are recorded, sold and labelled in accordance with 
regulatory and professional requirements.  

5.10.03  Compliance packaging is labelled sufficiently in 
accordance with regulatory and professional requirements.  
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Appendix 3 Checklist of Pharmacy Equipment Required 
 

Reference Resources required: 

• Ready reference of concise information on individual medicines 
• Reference containg broad information on individual medicines 
• Therapeutics or clinical pharmacy text 
• Drug interactions reference 
• Drugs in pregnancy and breastfeeding references 
• Herbal medicines reference 
• Medical dictionary 
• NZS 8134.7 Health and Disability Services Pharmacy Services 
• Health information Privacy Code 1994 
• Pharmacy Council Code of Ethics 
• Legislation and amendments affecting Pharmacy Practice i.e. Medicines Act 

1981, Medicines Regulations 1984, Misuse of Drugs Act 1975, Misuse of 
Drugs Regulations 1977 

Pharmacy Equipment required: 

• 1x class 2 Balance (electronic or beam) 
• 1x set of metric weights between 100mg to 500g 
• 1x beam balance if weighing over 25g 
• 3x assorted accurate, validated glass measures to include 10ml, either 25ml 

or 50ml, 100ml. 
• 1x Mortar and pestle 
• 2x Spatulas suitable for compounding 
• 1x Stirring rod 
• 2x Tablet counting trays with suitable spatulas 
• 1x Refrigerator for storing medicines 
• 1x max/min thermometer for ambient temperature monitoring 
• 1x electronic dispensing system with printer producing legible and durable 

labels  
• 1x ointment slab 
• Any other equipment necessary to undertake any specialist compounding or 

manufacturing of medicines in a particular pharmacy. 
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Appendix 4 Additional Audit Criteria 
 

• The premises are suitable for the provision of pharmacy services and are maintained in a 
manner that minimises risk of harm to the service providers and consumers 

• There is sufficient security to ensure all pharmaceuticals remain secure 
• There are approved and maintained policies and procedures (SOPs) that are aligned with 

current good practice and service delivery, reflecting the processes in the pharmacy 
• Health Information is stored securely and confidentiality is maintained by all staff 
• Pharmaceuticals are stored appropriately and are suitable for dispensing 
• Pharmaceuticals requiring refrigerated storage, including any products requiring critical 

monitoring, are stored appropriately 
• Ambient room maximum temperatures are consistently maintained below 25°C 
• Dispensed opioid substitution treatment medicines are labelled in accordance with 

regulatory and professional requirements 
• Clozapine is dispensed appropriately and records are maintained in accordance with the 

clozapine dispensing protocol 
• Master batch documents are appropriate and suitable batch compounding records are 

retained on the premises for at least 3 years 
• Repackaging documents and labelling are appropriate and retained on the premises for at 

least three years 
• Compliance packaging services are provided in a safe and appropriate manner that produces 

accurately dispensed medicines of an acceptable and consistent quality 
• De-blistering of medicines meets all regulatory and professional requirements 
• Automated packaging services are provided in a safe and appropriate manner that produces 

accurately dispensed medicines of an acceptable and consistent quality 
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