Ranbaxy Products Q&A
What is the issue? 

Medsafe was notified by the FDA on 16 September 2008 of substandard GMP (Good Manufacturing Practice) at 2 Ranbaxy manufacturing sites in India.

Manufacturing quality is an attribute of a pharmaceutical product that is “built in” during the overall manufacturing process.  The strongest assurance of a quality product is having the product manufactured in a quality manner (i.e., in conformance with GMP). Evidence of acceptable GMP for each manufacturing site is a registration requirement for all medicines.
The problems at the Ranbaxy facilities relate to the audit of the firm’s drug manufacturing processes, and not to the specific failure of any Ranbaxy product to meet its required specifications or to reports of human illness due to a manufacturing problem with Ranbaxy products.
What action are other international regulatory bodies undertaking?

The FDA has banned the importation of all products manufactured at these two sites apart from one product which has no readily available alternative in the USA (Ganciclovir – a product not available in NZ). The FDA announced their decision Wednesday morning New Zealand time.

We have begun discussions with the Australian and other regulatory authorities who are still assessing the situation.
How is this relevant to NZ?

NZ has 12 branded medicines currently registered that utilise either of the manufacturing sites in question.

Of these 12 branded medicines, 3 are funded by PHARMAC meaning these are frequently prescribed in NZ. The products are:

	1. Lovir (aciclovir) 200 mg tablets

· 400 mg tablets

· 800 mg tablets


	Anti-viral medicine commonly used for the treatment and prevention of herpes.
	Approximately 60,000 prescriptions a year in NZ.

	2. Cefaclor 250 mg capsule

· 125 mg/5 mL suspension


	Anti-bacterial medicine used to treat infections in blood, tissue and skin.
	Approximately 160,000 prescriptions a year in NZ.

	3. Amoxicillin 125 mg/5 mL suspension

· 250 mg/5 mL suspension


	Anti-bacterial medicine (penicillin based) commonly used to treat infections in blood, tissue and skin.
	Approximately 400,000 prescriptions a year in NZ.


The remaining 9 branded medicines, not being funded by PHARMAC, are unlikely to be marketed and prescribed in NZ.   If they are used at all in NZ it is likely to be on a very small scale.  
What is the risk to users of these medicines?

Based on the information provided by the FDA there is no evidence to date of these medicines being either unsafe or ineffective.

What actions are Medsafe proposing?
Medsafe is:

· seeking renewed assurance of ‘Good Manufacturing Practice’ at the two Ranbaxy sites
· seeking information from other trusted regulators to see if other audits can provide assurance about the two Ranbaxy sites
· initiating the process of putting in place a ban on the import of these medicines, should this be required
· ensuring the public are able to access information about this issue from HealthLine 0800 611-116 and the web (www.medsafe.govt.nz, www.moh.govt.nz, www.pharmac.govt.nz)
· informing health professionals of the issue and actions taken (fax to 5000 authorised prescribers (GPs, midwives, dentists) and pharmacies
· testing the affected medicines as a check to ensure they meet appropriate quality standards
Pharmac is looking at alternative supply arrangements should this be required.
What advice is to be provided to the public?

Patients should continue to take any medicines they have been prescribed.  
There is no evidence to suggest that the Ranbaxy medicines are either unsafe or ineffective.
This is reflected by the actions taken by the US FDA.  
If patients have any concerns over their medicines, they should in the first instance contact HealthLine 0800-611-116 or their health professional.
As with any medicine, all adverse reactions should be reported to the Centre for Adverse Reactions Monitoring (CARM) Email: carmnz@stonebow.otago.ac.nz or fax: 03-479-7150.

What caused the FDA ban on imports?  
A FDA audit of the company’s good manufacturing practice identified issues with their documentation of their manufacturing processes which could not be satisfactorily resolved.

What action is Medsafe taking to ensure these medicines are safe?

There are standard processes in place to ensure all medicines available in New Zealand are safe.  In instances like this there are additional steps taken to provide a greater level of assurance.  This includes testing the medicines and working closely with international regulatory agencies to ensure appropriate steps are taken to manage the potential problems identified.

What testing will Medsafe be taking?

Medsafe will determine shortly what testing we will be doing.
When will other products be available?

Neither Medsafe nor the US FDA advise changing products.  There are already other products approved for use in New Zealand.  PHARMAC is working with other suppliers to ensure other products are funded and readily available if required.
Why were these products not recalled?

The United States FDA has not ordered a recall.  Any recall ordered in New Zealand would be a matter for Medsafe.

There is no evidence that Ranbaxy has shipped defective products from the two plants affected by the FDA import alert.

The products are accepted as safe to use – this is true in the US and NZ.  The issue is one of deficiencies in manufacturing process and is not related to specific issues with a particular product or due to reports of adverse reactions.   
How do I know if I am taking an affected product?

A list of affected products is provided on the Medsafe website.  If you think you are taking one of these products you can check by contacting your pharmacist.

If I want to change my medicine who pays for the visit to the doctor or other health professional?
You pay the usual fee.

If I had a reaction to a drug, was this the cause?

All medicines can cause reactions, for instance amoxicillin commonly causes a rash.  There have been no additional reports of adverse reactions that are linked to this issue.  Any reaction to any medicine should in the first instance be discussed with your health professional.

Where are the Ranbaxy manufacturing sites?

In Dewas, in the Western part of Madhya Pradesh state and Paonta Sahib in the Himachal Pradesh state.
When did the FDA do the audit?  
In early 2008.

How quickly can the ban on imported medicine be put in place?  
If required a ban can be introduced within a matter of days. Medsafe is working closely with PHARMAC to ensure there is an adequate supply of alternative medicines available in New Zealand if required.
How many other medicines used in New Zealand are manufactured in India?

Approximately 150 branded medicines have consent to market in New Zealand.  
How do we ensure that medicines sourced from India are safe?

Prior to approval to market in New Zealand all medicines are assessed for quality, safety and effectiveness.  All products from overseas manufacturers must have certification from a trusted regulator such as regulators from United States, Europe, United Kingdom and Australia. Trusted regulators are those with similar standards to our own and have a high reputation for competence and their ability to judge ‘Good Manufacturing Practice’ acceptability.  New Zealand relies on audits by other trusted international agencies of international sites.  In addition there is routine testing of a small number of medicines undertaken each year in New Zealand.
What Ranbaxy products are available in New Zealand manufactured at the two affected sites?

	Brand
	Products
	Common Use

	Apo-Enalapril 
	Tablet 5mg

Tablet 10mg

Tablet 20mg

Tablet 2.5mg  
	Anti-hypertensive

	Lovir 
	Dispersible tablet 200mg

Dispersible tablet 400mg

Dispersible tablet 800mg  
	Anti-viral

	Ranbaxy-Cefaclor 
	Capsule 250mg 

Capsule 500mg  

Granules for oral suspension 125mg/5mL  

Granules for oral suspension 250mg/5mL  

SR Modified release tablet 375mg 
	Anti-bacterial

	Synermox 
	Film coated tablet 250mg/125mg

Syrup 125 Powder for oral suspension

Syrup 250 Powder for oral suspension

Film coated tablet 500mg/125mg
	Anti-bacterial

	Alpha-Amoxi 
	Capsule 500mg

Capsule 250mg  
	Anti-bacterial

	Ranbaxy-Amoxi 
	Powder for oral suspension 125mg/5mL

Powder for oral suspension 250mg/5mL  
	Anti-bacterial

	Cifran 
	Film coated tablet 250mg  

Film coated tablet 500mg

Film coated tablet 750mg  
	Anti-bacterial

	Gavilast 
	12 Hour Action Film coated tablet 150mg  
	Stomach acid regulator

	Clarac 
	Film coated tablet 250mg
	Anti-bacterial

	Flucoran 
	Capsule 50mg  

Capsule 150mg  

Capsule 200mg  
	Anti-fungal

	Fexofenadine 
	Film coated tablet 120mg  

Film coated tablet 180mg  
	Anti-histamine

	Tiroran 
	Film coated tablet 300mg  

Film coated tablet 150mg  
	Stomach acid regulator


