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CHECKLIST FOR A

 NEW ZEALAND FORMAT

DATA SHEET

	Notes:

1. This checklist is to be used only for data sheets prepared using the New Zealand format as detailed in the Guideline on the Regulation of Therapeutic Products in New Zealand (Part 10, Section 2). It is not for use with data sheets based on an approved source document.
2. This checklist has been developed as a guide for preparing a data sheet that does not have a source document.  This checklist does not need to be provided to Medsafe.
3. Information should be presented under the headings identified in the table below. Where no relevant information is available, the word “Nil” should appear under the heading.
4. Where only a ‘Yes’ box is provided, the heading or information indicated must be included in the data sheet.
5. Any non-compliant aspect of the data sheet must be explained in an accompanying letter.



	Does the data sheet contain the following?


	Yes
	N/A


	Notes

	“New Zealand data sheet” heading.


	 FORMCHECKBOX 

	
	Presented at the top of the front page.



	Identification of medicine(s) to which the data sheet relates

(A heading is not required to appear above the information in this section).



	Proprietary (Trade) Name.
	 FORMCHECKBOX 

	
	If there is no trade name, the sponsor’s name should be included.



	Name of each active ingredient.
	 FORMCHECKBOX 

	
	The same nomenclature should be used for the active ingredient(s) in the data sheet and the product labelling.



	Pharmacopoeial grade.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	

	Strength of each active ingredient.


	 FORMCHECKBOX 

	
	

	Presentation(s)



	“Presentation(s)” heading.


	 FORMCHECKBOX 

	
	

	Description of each dose form including strength, colour, flavour, dimensions, marking and any other physical characteristics of the medicine.


	 FORMCHECKBOX 

	
	A new paragraph should be used for each dose form.

	“Tablet cannot be halved”


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Required if a tablet is not intended to be divided, or has not been proven to be capable of providing a divided dose.



	Indications



	“Indications” heading.


	 FORMCHECKBOX 

	
	

	List of the New Zealand–approved indication(s) for the medicine.

	 FORMCHECKBOX 

	
	

	Dosage and Administration



	“Dosage and Administration” heading.


	 FORMCHECKBOX 

	
	

	Dose for each indication.


	 FORMCHECKBOX 

	
	

	Dose interval for each indication.


	 FORMCHECKBOX 

	
	

	Duration of treatment for each indication.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Timing in relation to food.


	 FORMCHECKBOX 

	
	

	Dosage adjustment with renal insufficiency, hepatic insufficiency, dialysis and/or concomitant disease.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Dosage adjustment with age.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Including neonates, children, adults and elderly.



	Any other procedural steps critical to safe administration of the medicine.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	With reference where appropriate to each age category.

	Maximum tolerated daily dose.


	 FORMCHECKBOX 

	
	

	Advice on monitoring.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	“Do not halve the tablet”.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Required if a tablet is not intended to be divided, or has not been proven to be capable of providing a divided dose.



	Contraindications



	“Contraindications” heading.


	 FORMCHECKBOX 

	
	

	List of all the situations where patients should not be treated with the medicine.


	 FORMCHECKBOX 

	
	

	Warnings and Precautions



	“Warnings and Precautions” heading.


	 FORMCHECKBOX 

	
	

	Significant warnings regarding adverse events occurring under normal conditions for use and precautions for prescribers to aid in preventing the occurrence or worsening of these adverse events, such as monitoring, dose reduction or discontinuation of treatment.


	 FORMCHECKBOX 

	
	Presented under relevant sub-headings.

	Significant warnings regarding adverse events occurring in particular situations such as renal, hepatic or cardiac impairment / failure and precautions for prescribers to aid in preventing the occurrence or worsening of these adverse events, such as monitoring, dose reduction or discontinuation of treatment.


	 FORMCHECKBOX 

	
	Presented under relevant sub-headings.

	Warnings regarding habituation.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Presented under a relevant sub-heading.



	Description of conditions under which the medicine may be recommended for use in sub-groups of at-risk patients, provided that the special conditions of use are fulfilled.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Information should be presented under a relevant sub-heading.

	“Use in Pregnancy” sub-heading.


	 FORMCHECKBOX 

	
	

	Risk-benefit statement regarding use in pregnancy.


	 FORMCHECKBOX 

	
	Must be stated at the beginning of section.



	Risk of use in pregnancy and class statement used in the 4th edition of Prescribing Medicines in Pregnancy.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	(See note 1 at the end of the checklist.)

Should be included for medicines where there is extensive therapeutic experience.



	Data on the use of the medicine by fertile or pregnant women.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Should be included for medicines where there is limited therapeutic experience.



	Risk in humans during each trimester.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Should be included for medicines where there is limited therapeutic experience.



	Conclusions from animal reproduction / fertility studies.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Should be included for medicines where there is limited therapeutic experience.



	“Use in Lactation” sub-heading.


	 FORMCHECKBOX 

	
	

	Risk-benefit statement regarding use in lactation.


	 FORMCHECKBOX 

	
	Must be stated at the beginning of section.



	Recommendation to stop breast-feeding.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Information regarding the excretion of actives or metabolites in breast milk.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Likelihood and degree of adverse events in the infant.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	“Effects on ability to drive and use machines” sub-heading.


	 FORMCHECKBOX 

	
	

	One of the following statements:

· Presumed to be safe or unlikely to produce an effect on the ability to drive or use machinery.

· Likely to produce minor or moderate adverse effects on the ability to drive or use machinery.

· Likely to produce severe adverse effects or presumed to be potentially dangerous on the ability to drive or use machinery.


	 FORMCHECKBOX 

	
	

	Any relevant precautions regarding the effects on driving and using machinery.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	“Other” sub-heading.

	 FORMCHECKBOX 

	
	

	Significant pre-clinical safety findings, including mutagenicity and carcinogenicity studies.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Where further explanation is warranted, the detail should be inserted under the “Further Information” section.



	Adverse Effects



	“Adverse Effects” heading.


	 FORMCHECKBOX 

	
	

	A list of all adverse events observed during clinical trials at a frequency of 1% or more and all serious or potentially serious adverse reactions.


	 FORMCHECKBOX 

	
	This data should be presented according to frequency in a single table.

Terms to describe prevalence:

· “Common” (≥1%)

· “Uncommon” (<1% but ≥0.1%)

· “Rare” (<0.1%)



	A list of associated adverse events based on experience with medicines of the same class.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	A list of potential effects on laboratory test results.


	 FORMCHECKBOX 

	
	

	“Post-marketing Experience” sub-heading.


	 FORMCHECKBOX 

	
	

	A list of adverse events observed in post-market experience.


	 FORMCHECKBOX 

	
	

	Interactions



	
“Interactions” heading.


	 FORMCHECKBOX 

	
	

	“Pharmacokinetic Interactions” sub-heading.


	 FORMCHECKBOX 

	
	

	Details of known interactions with other medicines and substances, including herbals.


	 FORMCHECKBOX 

	
	Where possible, these should be grouped under “Inhibition Interactions” and “Induction Interactions”.



	Mechanism of action for each interaction.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Effect on plasma levels of each medicine for each interaction.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Clinical consequences for each interaction.


	 FORMCHECKBOX 

	
	

	Recommendations regarding each interaction, such as dose adjustment.


	 FORMCHECKBOX 

	
	

	“Pharmacodynamic Interactions” sub-heading.


	 FORMCHECKBOX 

	
	

	Effect of daily activities including the consumption of food.


	 FORMCHECKBOX 

	
	

	Overdose



	“Overdose” heading.


	 FORMCHECKBOX 

	
	

	Outline of the symptoms or potential symptoms of overdose in humans.


	 FORMCHECKBOX 

	
	

	Outline of management / treatment options for overdose in humans.


	 FORMCHECKBOX 

	
	

	Acute experience in animals.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Further Information



	“Further Information” heading.


	 FORMCHECKBOX 

	
	

	“Actions” sub-heading.


	 FORMCHECKBOX 

	
	

	Pharmacotherapeutic group.


	 FORMCHECKBOX 

	
	

	Mechanism of action.


	 FORMCHECKBOX 

	
	Where the mechanism is unknown, this must be stated.

	Any further potential pharmacokinetic / pharmacodynamic effects, not yet clinically confirmed, which may be relevant to the prescriber. 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Onset and duration of action.


	 FORMCHECKBOX 

	
	

	Antibiotic specific information.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	(See Note 2 at the end of the checklist.)

	“Pharmacokinetics” sub-heading.


	 FORMCHECKBOX 

	
	

	Absorption and bioavailability data for each dose form.


	 FORMCHECKBOX 

	
	For oral dose forms, this section should include information on whether it is affected by liver first pass effect, incomplete absorption, or the presence of food.

  

	Distribution data.


	 FORMCHECKBOX 

	
	Should include plasma protein binding, volume of distribution, tissue and/or plasma concentrations.



	Metabolism data.


	 FORMCHECKBOX 

	
	Should include metabolism to active metabolites or inactive metabolites, and in the case of prodrugs, to the active substance.



	Elimination data for active substance and metabolites.


	 FORMCHECKBOX 

	
	Should include elimination half-life, total clearance, excretion route(s) for unchanged substance and metabolites.



	Relationships between plasma / blood concentrations and therapeutic activity or adverse events.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Variations in the pharmacokinetic profile with respect to confounding factors. 


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Confounding factors include age, polymorphic metabolism and concomitant pathological situations.



	“Other” sub-heading.


	 FORMCHECKBOX 

	
	

	Concise summary of relevant clinical trial data.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Must only include data that could be relevant in assessing the risk-benefit of using the medicine. If the results of pre-clinical studies do not add to the information needed by the prescriber, then the results (either positive or negative) should not be included.



	Chemical structure.


	 FORMCHECKBOX 

	
	

	List of excipients.


	 FORMCHECKBOX 

	
	

	Warnings about the presence of lactose, gluten or particular colourings.


	 FORMCHECKBOX 

	
	

	“This medicine has been granted provisional consent for distribution under section 23 of the Medicines Act 1981.”


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	If only provisional consent for distribution of the medicine under Section 23 of the Medicines Act 1981 has been granted, this should be stated along with any gazetted conditions applying to its distribution (using the wording in the ‘New Zealand Gazette’ notice).



	Any specific conditions applying to distribution of the medicine in New Zealand.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Pharmaceutical Precautions



	
“Pharmaceutical Precautions” heading.


	 FORMCHECKBOX 

	
	

	“Instructions for Handling” sub-heading.


	 FORMCHECKBOX 

	
	

	Instructions for dilution or reconstitution.


	 FORMCHECKBOX 

	
 FORMCHECKBOX 

	A direction that the medicine, as presented, is not intended for immediate use and has, for example, to be suspended or diluted before administration.

There may be circumstances where this advice should also be included in the “Dosage and Administration” section.



	Advice that a particular dosing device is needed to administer the medicine.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	“Incompatibilities” sub-heading.


	 FORMCHECKBOX 


	
	

	Detailed list of physical and chemical incompatibilities with other medicines with which it is likely to be mixed or co-administered.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	This is particularly important for medicines requiring dilution before parenteral administration.

	“Shelf-Life” sub-heading.


	 FORMCHECKBOX 

	
	

	Shelf life of the medicine as packaged for sale.


	 FORMCHECKBOX 

	
	

	Shelf-life of the medicine after first opening.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Shelf-life of the medicine following dilution or reconstitution according to the directions.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	“Special Precautions for Storage” sub-heading.


	 FORMCHECKBOX 

	
	

	Maximum and/or minimum storage temperatures.


	 FORMCHECKBOX 

	
	Should be stated in degrees Celsius (oC)

	Special storage precautions with regard to humidity or light.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Significant problems of sorption of the medicine to the packaging.


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Absorption or adsorption of the medicine to syringes, large volume parenteral containers, etc.



	Package Quantities



	“Package Quantities” heading.


	 FORMCHECKBOX 

	
	

	Pack sizes of each dose form and strength.


	 FORMCHECKBOX 

	
	

	Medicine Schedule


	“Medicine Schedule” heading.


	 FORMCHECKBOX 

	
	

	New Zealand classification of the medicine.


	 FORMCHECKBOX 

	
	

	Sponsor Details



	“Sponsor Details” heading.


	 FORMCHECKBOX 

	
	

	Name of sponsor.


	 FORMCHECKBOX 

	
	Fax and e-mail address may also be included.

	New Zealand business address of sponsor.


	 FORMCHECKBOX 

	
	

	New Zealand telephone number of sponsor.


	 FORMCHECKBOX 

	
	

	Date of Preparation



	“Date of Preparation” heading.


	 FORMCHECKBOX 

	
	The date of preparation must be changed each time an updated version is prepared. This date will be used to identify that particular version of the data sheet as it progresses through the stages of being approved or superseded.



	Day, month and year of preparation.


	 FORMCHECKBOX 

	
	


Note 1  --  Prescribing Medicines in Pregnancy.

Prescribing Medicines in Pregnancy is an Australian categorisation of risk of drug use in pregnancy. The information contained in this booklet is available through the Australian Therapeutic Goods Administration (TGA) website: http://www.tga.gov.au/hp/medicines-pregnancy-categorisation.htm
Note 2  --  Antibiotic specific information
Data sheets for antibiotic agents should contain the following information under “Further Information”:
· Additional properties of the agent such as class and information on concentration-dependent activity.

· Susceptibility data based on in vitro tests presented in tabular format, as demonstrated below. Alternatively, a list of susceptible, intermediate and resistant organisms could be presented, indicating the MIC range for each susceptibility category. In vitro data should only be included if it is likely to be clinically relevant. The limitations of the data should be clearly stated.
	Species
	Resistance group

A or B or C
	MIC range for organisms without known resistance mechanisms

	The species should be listed alphabetically in the following categories:

· aerobic gram positive organisms

· aerobic gram negative organisms

· anaerobic organisms

· other micro-organisms
	Where 

· A = resistance not yet described

· B = resistance occurs in 10-50%

· C = inherent resistance or resistance frequently occurring (>50%)


	The MIC range is necessary only for antibiotic/species combinations for which there is clinical relevance
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