
133 Molesworth Street 
PO Box 5013 
Wellington 6140 
New Zealand 
T +64 4 496 2000 
W www.medsafe.govt.nz 

By email: 
Ref:   H202204053 

Dear

Response to your request for official information 

Thank you for your request under the Official Information Act 1982 (the Act) on 16 March 2022 for 
information relating to the approving of medications, specifically Atomoxetine. You stated: 

I have been reading through the Medsafe website to learn more about generic medications. 
More specifically, the processes that Medsafe goes through before approving a generic 
mediation as well as the quality and safety monitoring process and testing that occurs 
following the approval of a generic medication. 

I’m finding the website a little bit confusing to navigate so if it is possible, could you please 
provide me some information on the following topics; 

By the way, I completely understand that a generic medication has to contain the same 
active ingredient as the original brand name and that it can contain different 
excipients/fillers/bulking agents. 

My requests are regarding both forms of generic Atomoxetine available in New Zealand and 
specifically, regarding the 100mg capsules.  
I will refer to both of these forms of Atomoxetine as “Atomoxetine 100mg capsules”. 

Before responding to your specific request, I would like to provide some background to Medsafe’s 
processes for the regulation of medicines. Medsafe thoroughly assesses applications for the 
approval of new generic medicines to ensure they meet international standards of quality, safety 
and efficacy, including that they are demonstrated to be bioequivalent to the relevant innovative 
medicine, before they can be supplied in New Zealand. More information regarding the regulation 
of generic medicines in New Zealand can be found on the Medsafe website at: 

• www.medsafe.govt.nz/profs/PUArticles/Mar2013GenericMedBioqueivalence.htm.

• www.medsafe.govt.nz/profs/PUArticles/September2017/TheMedsafeFiles4NMAssessment.ht
m.

• www.medsafe.govt.nz/publications/media/2019/Q&AonGenericMedicines%20.asp.

Please find a response to each part of your request below. 

1. A copy of the application/s to sell “Atomoxetine 100mg capsules” in NZ, including the
information demonstrating that the quality of the medicine meets acceptable standards
and functions as well as the respective innovator.

While Medsafe has considered your request, it has been determined that releasing the entirety of 
the application dossier would require substantial collation. This is considered ‘substantial’ as it 
would have a significant and unreasonable impact Medsafe and its ability to carry out its critical 
operations. Therefore, this request is refused under section 18(f) of the Act.  
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However, even if the request was refined to a manageable scope much of the information 
contained in the dossier is likely to be withheld under section 9(2)(b)(ii) of the Act, where its 
release would likely unreasonably prejudice the commercial position of the person who supplied 
the information.  

To provide reasonable assistance under section 13 of the Act, information on approved generic 
atomoxetine medicines is also publicly available and can be found at: 
https://www.medsafe.govt.nz/regulatory/ProductDetail.asp?ID=16245 and 
https://www.medsafe.govt.nz/regulatory/ProductDetail.asp?ID=18246. You may also be 
interested in information about the Medsafe approval process for medicines available at: 
www.medsafe.govt.nz/Medicines/regulatory-approval-process.asp.  

2. A copy of the result/s of the testing used to ensure all the ingredients of “Atomoxetine
100mg capsules” meet the required standards for purity and concentration.

Please see attached copies of certificates of analysis for Atomoxetine (Arrotex) 100 mg capsules 
and Apo-Atomoxetine 100 mg capsules. These certificates detail the results of quality control 
release testing of one batch of finished product for each medicine against the approved 
specifications. Some information within the certificates of analysis is withheld under: 

• section 9(2)(a) to protect the privacy of natural persons; and

• section 9(2)(b)(ii) where its release would likely unreasonably prejudice the commercial
position of the person who supplied the information.

3. A copy of the latest report from the certified inspectors who verify that manufacturing and
testing are conducted by “Good Manufacturing Practice”.

Medsafe does not hold the Good Manufacturing Practice (GMP) audit reports. Evidence of 
compliance with GMP for all manufacturing, testing and packing sites is provided with a new 
medicine application, which is typically in the form of a GMP certificate. GMP audit reports are not 
required to be provided as Medsafe recognises the GMP certificates issued by certain recognised 
overseas regulatory authorities. The requirements for suppling evidence of GMP can be found in 
our guidelines at: www.medsafe.govt.nz/regulatory/Guideline/GRTPNZ/manufacture-of-
medicines.pdf. 

4. Proof/verification of the credentials of the certified inspectors mentioned in paragraph 3.

This part of your request is refused under section 18(e) of the Act, on the basis that the 
information requested not exist. However, please refer to question 3 regarding requirements for 
providing evidence of current GMP. 

5. The full results of the bioequivalence study/studies for “Atomoxetine 100mg capsules”.

Please see attached a copy of the bioequivalence study synopsis for Apo-Atomoxetine. Some 
information in the bioequivalence study synopsis for Apo-Atomoxetine is withheld under section 
9(2)(a) and section 9(2)(b)(ii) of the Act. 

However, this information does not exist for Atomoxetine (Arrotex) as a BCS-based biowaiver 
was granted in lieu an in vivo bioequivalence study. You may be interested in the following links 
to international guidance regarding bioequivalence and BCS-based biowaivers.  
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International Council for Harmonisation (ICH) M9: Biopharmaceutics classification system-based 
biowaivers guideline: 
https://database.ich.org/sites/default/files/M9_Guideline_Step4_2019_1116.pdf. 
European Medicines Agency (EMA) guideline on the investigation of bioequivalence: 
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-investigation-
bioequivalence-rev1_en.pdf.  

6. A copy of all of the results of the routine testing conducted by ESR relating to
“Atomoxetine 100mg capsules” if applicable.

This part of your request is refused under section 18(e) of the Act, on the basis that the 
information requested does not exist. Medsafe has a medicines testing program which includes 
routine testing of medicines which have been approved for distribution in New Zealand. 
Medicines are selected for routine testing to cover a range of products, dose forms, 
manufacturers, and sponsors. In addition, the testing program includes testing of some medicines 
for which there has been a quality complaint or where there is a suspected quality issue. 
Atomoxetine has not been selected for testing under the program.   

7. A copy of all of the formal notifications from other regulators/suppliers in NZ about
inspection findings relating to “Atomoxetine 100mg capsules”

This part of your request is refused under section 18(e) of the Act, on the basis that the 
information requested not exist for these medicines. Medsafe monitors alerts from international 
communities and regulatory authorities, for example the US Food and Drug Administration 
warning letters and international rapid alerts. In addition, sponsors of medicines are responsible 
for ensuring Medsafe is notified of any such issues. 

8. If possible, the latest gas chromatography-mass spectrometry report for “Atomoxetine
100mg capsules”.

This part of your request is refused under section 18(e) of the Act, on the basis that the 
information requested does not exist as these products are not tested using gas chromatography-
mass spectrometry. See the response to question 2 regarding other testing results. 

Under section 28(3) of the Act, you have the right to ask the Ombudsman to review any decisions 
made under this request. The Ombudsman may be contacted by email at: 
info@ombudsman.parliament.nz or by calling 0800 802 602. 

Yours sincerely 

Chris James 
Group Manager 
Medsafe 
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