Alnasraths hemeepathis <irs

From (D
Sent: 20 Jamary 2012 16:18
T

Suhject: RE: Amsworths homeopathie kita

Dna.

Thank you for your consideration of our proposals regarding the website. We accept your suggestion and
have already made the necessary changes to ensure that the web pages concerned are clearly annotated
with a note that the unlicensed kits are not for sale to UK custamers.

| appreciate your agreement that retail cutlets may sell through their existing stocks of unlicensed kits
and confirm that we will, with immediate effect , discontinue further supply of unlicensed kits to all UK
retail outlets.

Thank you for your commitment to prioritize the HR applications for pending new licenses. In respect of
this we seek your assistance with the CTD submission as this is far more complicated than the format
employed in previous applications. | understand that the BAHM received assurances fram your
department only recently that all its members would be offered a dedicated seminar, in February, on
how to adapt the CTD to hemoeopathic applications. We are abviously keen to pursue this matter and
time is of the essence in order to perform in accordance with our schedule agreed with yourselves. To
that effect can you assist my Regulatory Affairs colleague with specific answers and guidance if the
seminar is not Imminent? My colleague is willing to meet you for a short briefing on how to make these
CTD applications if you are willing to assist.

Regards

From: (D

Sent: 26 January 2012 10:52
To:
Subject: PA: Ainsworths homeaopathic kits

oear D

Thank you for your email.

| have discussed your proposal to change the wording on the advertisement for unregistered kits on the
Ainsworths website with my colleagues in the Advertising Unit. They have advised that the Agency is
unable to monitor advertisements to the non UK public and therefore if you wish to advertise the
unregistered kit to non UK consumers, the wording must clearly indicate that the kit is not for sale to UK
consumers.
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We are unable to approve your request for a time frarme of 6 months to inform UK retail outlets of the
change and you should discontinue supply of the unregistered kits to them with immediate effect. As you
have mentioned, we have agreed that outlets that you have already supplied the kits to may sell through
the stock but must not be supplied with further kits.

We understand that you wish to reassure customers that there will be a smooth transition to the registered
kits and that is why we have given you our commitment to priontise HR applications, thus ensuring
that the registered kits are on the market as soon as possible.

On receipt of this email, please confirm in writing that you will cease supply of the unregistered kits within
the UK with immediate effect.

Regards

From SR
Sant: 13 January 2012 15:05
To-

Subject: RE: Ainsworths hameopathic kits

Thank you lor your conlfirmation of the new application schedule for our Essential kil, we will do
our best 10 adhere 10 this limescale.

T appreciale your comments regarding withdrawing UK adverusing and T am sure you will
appreciale our concern thal (hese products are [reely available for sale outside the UK. As yvou
are aware, we have already disconlinued all advertising in the UK and would be pratelul 1M you
can consider allowing us 1o change the wording on our websile making il ¢lear that the kits will
only be available [or sale ouside of the UK,

The reason lor this request 1s that over hall of these kil sales are Lo overseas clienis, mastly 1o
Japan. These chienis do not speak English alihough they ate laphly compuler lileraie and
purchasge exclusively [rom our websile. We have no olher reliable means ol reacling this market
or crossing Lhe language barier. The sensitivily of llus markel (o changes in avatlability 15 very
greal, as we have discovered in the recent past and the Japanese public use the web and blogs
more than UK. Therelome business can be lost very quickly 1o an overseas competilor,

AS vou may appreciale we have spenl a greal deal of tme and elforl butlding these overseas

markets. the loss of winch would affect us greatly. Most especially, the larger Japanese markel
which sulfered a dramaiic setback and was almost desiroved 1wo vears ago.
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With regard to vour query regarding the requested six month period, this is requested for several
rcasons. Firstly we necd time to wind down the operation and inform the rctail outlets that we
arc replacing at Icast ong kit as scamlcssly as possible without destabilizing our market, In this
respect. T am grateful that vou will allow the retail outlets to scll through stock and we anticipate
that it will talce six months to make the changcover to the newly licensed kit whilst at the same
lime reassuring our cuslomers that there will be a smooth transition. Secondly we have a very

varied clienl base [or these kils bevond retail ontets and 1t will take some time o conlact ihese
clients and explain tie sitvation. Meanwlule 1 give vou my assurance thal we will cease the retail
sale and supply of kits outside of our licensing permissions immediately.

Warm regards

From:

Sent: 13 January 2012 10:09

To:

Subject: PA; Ainsworths hameopathic kits

v==

| refer to my email below and would be grateful if you could confirm today that the points regarding
advertising, sale and supply will be implemented.

Many thanks

Regards

From:

Sent: 10 January 2012 156:16

To: '

Subject: RE: Ainsworths homeopathic kits

pearfill)

Thank you for your email. Your time table to submit the HR apglications is acceptable.

The MHRA enforces the advertising for UK based websites and therefore the advertisement for the non
registered kits must be removed from the Ainsworth website as soon as possible.
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Regarding your last point - We do require a timeframe of six months to discontinue sales and

supply of the kits within the UK- can you provide a reason for requiring 6 months as this seems rather
excessive. It is requested that Ainsworths cease sale and supply of the non registered

kits immediately. Outlets that you have already supplied the kits to may sell through the stock but must not
be supplied with further kits.

Please can you confirm that the points stated above regarding advertising, sale and supply will be
implemented.

Many thanks

Regards

From: (N

Sant: 10 January 2012 12:14
To

Subject: RE: Ainsworths homeopathic kits
DEa.

May | wish you a Happy New Year.

We are complying with the terms of yvour letter and are in the process of making new applications for the
unregistered remedies in our kits. Thank you for your suggestion about utilizing the existing kit name and
content for the purposes and also for the advice about the discount structurce.

In arder ta facilitate the process, and in particular your worle flow, | have below a proposal for a
timeframe af new applications for our Essential Kit.

1. First remedy submission for change of existing stock to new pill HR within one maonth

2. 32 submissions for change of existing stocks to pill farmulation within six weeks of
satisfactory response to {1} above

3. 9 new submissions for new stocks in existing pill formulation within 3 months of satisfactory
response to {1) and {2) above

| arn sure the above will he useful information in relation to planning departmental time in order to give
these priority as we discussed.

You should confirm in writing within seven days of the date of this letter thed you have received it and
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urderstoad the contents amd provide a timeframe for discontiming the sale, supply or advertising of
the remedy Eits listed above unltil such iime the remedies are registered for use in the UK Dy this
Agency

| confirm we have received and understood your letter and that we have already discontinued the UK
advertising of the kits until we have received new marketing authorisations. We do require a timeframe

of six months to discontinue sales and supply of the kits within the UK.

Thank you for vour very able assistance and cooperation in this matter.

Warm Regards

From (D
Sant: 02 January 2012 10:24
To:

Subject: Ainsworths homeopathic kits

Dear

Flease find attached a letter regarding the above matter.
<<Ainsworthe remedy kits 3-1-12 pdf>>

Regards

Th s z~ail 2nd any files transmited with 17 are cenfldentlal 1fyod are no the ivendad recipiert, ary reading, printing, so-ace,
disclasie, oopying or amy other action taken ir respect 0° this emal is prohibited and may be unlaawiol,

If ot are nat e inbeced resipisrt, please notify the sender i-med ately Ly using the reply functior ared tren permaneny delete
what yau heve receivec. Incocming and oatgoing @ma | meesages ate ravtine v monitaed for compliznce wikh the Depatmert of
—ealths policy on toe uge of electronic semmuicaticng

=2~ miere information on the Departmznt of Healt s email aolizy, clic
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http:fhenenw dh gov ukDHTermsAndCondtionsfs/en?CONTENT I0=41108458chk=x1 C57w

The onginal of this cmail was scanncd for virusces by the Government Sccurc Intranct vims
scanning scrvice supplicd by Cablcéucless Worldwide mn partncrslup with Mcssagel.abs.,
(CCTM Certiticatc Number 2009/09/0052 ) On lcaving the Ghi this cmail was certificd vims free.
Comnmnications via the GS1 may be antomatically logged, momtored and/or recorded for legal
PUrposcs.

This email was received from the INTERNET and scanned by the Government Secure Intranet
anti-vims service supplied by Cable&Wireless Worldwide in partnership with MessageLabs,
(CCTM Certificate Number 2009/09/0052 ) Tn case of problems, please cull your organisation’s
1T Helpdesk,

Comnmnications via the GS1 may be amtomatically logged. monitored andsor recorded for legal
purposes.

The original of this email was scanned for virses by the Government Secnre Intranet vims
scanning service supplied by Cable&Wireless Worldwide in parinership with MessagelLabs.
(CCTM Certificate Number 2009/09/0052 ) On leaving the (G8i this email was certified vims free.
Comnmmnications via the GSi may be antomatically logged. monitored and/or recorded for legal
purposes.

This email was received from the INTERNET and scanned by the Government Secure Intrangt
anti-virus service supplicd by Cubled&Wircloss Wordwide in partnership with MessagcLabs,
(CCTM Certificate Number 20090940052 ) Tn casc of problems, please call vour organisation’s
IT Helpdesk.

Commmunications vig the GSI may be automatically logeed, monitored and/or recorded for legal
PUrposcs.

The original of s email was scanned [or viruses by the Government Secure lntranet vitus
scanning service supplied by Cable& Wireless Worldwide in parinership with Messagel.abs.
(CCTM Cerlificale Number 2009/09/0052.) Omn leaving ihe G51 this email was certilied virus (ree.
Communications via the GSi may be automatically logged. monitored and/or recorded [or legal
purposes.

This email wis received [ the INTEENTET and seanned by the Government seeure Intranct anti-
virus service supplied by Cubled Wireless Worldwide i partuerstop with Messugelabs, (CCTM
Certiticate Number Z00/0040I32.) In case of problems, please call vour orgamsation’s U1 Helpdesk.
Communications via the GSi may be automatically logged, monitored and/or recorded for legal purposes.
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