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Ref: H201703568

Response to your request for official information

Thank you for your request of 4 September 2017 under the Official Information Act 1982
(the Act) for:

“‘the main points I wish to raise with you are:

1. The MHRA inquiry into Primodos started on the 25th March, 2015, with a call for
evidence. The inaugural meeting was held on the 14th October, 2015.

- On the 19th March, 2017, The Sun and The Guardian newspapers in the
United Kingdom ran stories about Primodos and other Hormone Pregnancy
Tests, calling it a scandal.

- On the 20th March, 2017 Medsafe published a request for people in New
Zealand affected by Primodos to come forward, fully two years after the call for
evidence from Medsafe’s sister organisation.

-The Inquiry closed on the 24th April, 2017. | was assured by Rowan Pollock of
Medsafe on the 4th May, 2017, that | would receive a copy of the information
gathered in New Zealand which was to be sent fo the MHRA.

2. Medsafe’s response to my OIA request for communication between the MHRA
and Medsafe regarding Primodos was, “the “document(s) alleged to contain the
information requested does not exist”.

Does this mean there has been no communication between the MHRA and
Medsafe regarding HPTs, nor a request from the MHRA for information?

3. Medsafe reported in the media, 20th March, 2017 that the Department of Health
‘removed stocks from pharmacies”. The evidence provided to me by Medsafe’s
OIA request refers only to the manufacturers removing the drugs. Clearly the
Department of Health relied on the manufacturers to remove stocks and did no
follow up to ensure none remained. Medsafe’s claim in the media that the
Department removed stocks is disingenuous.

4. Roussell’s letter dated 19 June, 1975, refers to a Clinical Services Letter No.150
sent by the Department of Health, stating “... this action plus the information
which appeared in your Clinical Services letter No. 150, will ensure that all retail
pharmacies have cleared the Amenorone Forte stocks...”.

In a RNZ Checkpoint media clip John Campbell read a statement from yourself.
In the statement you say “...a Clinical Services Letter was released in May 1975,
withdrawing systemic hormonal pregnancy testing.”



Why then was the response to my request for this information declined on the
basis that no documents existed?

5. Question 9 asked for evidence of Notices for publication in the NZ Gazette
regarding the introduction and revocation of HPTs including but not limited to
Primodos.

My search of the NZ Gazette archive revealed 3 entries for Primodos from 1966
to 1971 but no nofification of revocation by the Department of Health. Your
response to me was, ‘the "document(s) alleged to contain the information
requested does not exist”.

6. The NZ experience in 1962 of the effects of Thalidomide gave clear indications
that harm caused to unborn babies had significant long term health and social
effects. It is hard to believe that the Department of Health whose role it was to
ensure the safety of medicines made no effort to inquire info the health of
mothers prescribed HPTs and their babies, thirteen years on from Thalidomide.
Health authorities are responsible for the health and wellbeing of the population.
it is inconceivable that no meetings were held fo discuss the Department of
Health’s responsibilities to those affected by HPTs. The response to my request
for information as to what actions the Department of Health took was, “...the
“document(s) alleged to contain the information requested does not exist”.

In summary, it appears that Medsafe has made little or no effort to seek or
provide the information I originally requested. The lack of information regarding
communication between Medsafe and the MHRA is a yawning gap.

| therefore seek responses to the following:

7. “When was Medsafe first aware of the MHRA Inquiry into Primodos and other
HPTs?

8. How was Medsafe made aware of the MHRA Inquiry given that Medsafe’s
response to my original question 2, was that no such documents existed. Please
provide this and other documentation outlined in my original OIA request.

9. Why did Medsafe wait for over 2 years from the time the MHRA called for
information, to action the call for information from those who may have taken the
drugs in New Zealand?

10. Provide a copy of Medsafe’s report to the MHRA about Primodos and other
HPTs use in NZ or advise the status of the report.

11. Provide a copy of the Clinical Services Letter No. 150 and any other documents
that show the actions taken by the Department of Health before and after
withdrawal of HPTs as outlined in my original OIA questions 6 and 7.

12. Provide minutes of the Department of Health committee(s) responsible for the
health and well being of women who were prescribed HPTs and their chifdren,
from March 1975 to December 1975, including those of the Medicines Advisory
Committee.”

[Supplementary questions from attachment to OIA response]
13. Why has Medsafe reported that the Department of Health removed stocks from
pharmacies when clearly that was not undertaken by the department.
14. Why has Medsafe alleged that the “.. .documeni(s) alleged to contain the
information requested does not exist [with regards to Clinical Services Letter No.
15017
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15, Following the Thalidomide recall in 1961, local health officers found stock in
pharmacies and hospitals some six months later. Why were no similar efforts
made to ensure HPT drugs were removed in 19757

[Additional information provided via emaii on 7 September 2017]

16.1 enclose a link to video of Theresa May answering questions about foxic
Hormone Pregnancy Tests given to women in the 1960's and 70's.
In the video May says that the MHRA are due to release their report into
Hormone Pregnancy Tests and the actions of the Health Department (of the
time), in October this year.
British MPs are calling for an inquiry.
I would fike to know what the Ministry of Health's intentions are with regard to
the effects of HPTs on women and babies in New Zealand.

Before | address your specific concerns | think it would be helpful to explain some of the
evolution of medicines regulation in New Zealand.

During the 1970s, medicines were regulated by the therapeutics and utilisation section of
the former Department of Health. The legislation under which medicines were regulated
at that time was the Food and Drug Act 1969. This Act has since been replaced by the
Medicines Act 1981. The Ministry of Health became responsible for the regulation of
medicines when it came into being on 1 July 1993. Medsafe, the New Zealand Medicines
and Medical Devices Safety Authority was set up as a business unit of the Ministry of
Health in 1997 as the agency responsible for the regulation of therapeutic products in
New Zealand. Medsafe now administers the Medicines Act 1981 and Medicines
Regulations 1984.

The legislation in place at the time Primodos was approved and subsequently withdrawn
was the Food and Drug Act 1969. Under this Act, the amount and type of data required
from a sponsor wishing to distribute a new medicine in New Zealand was considerably
less than is required today.

In my response | have grouped related questions together. These are referenced to the
number assigned to your requests above.

Under section 9(2)(a) and section 9(2)(g)(i) of the Official Information Act 1982, | have
decided to withhold some information to protect the privacy of natural persons and to
maintain the effective conduct of public affairs through the free and frank expression of
opinions. In some instances we have been unable to locate any documentation referred
to in your request. Therefore your requests have been refused under section 18(e) of the
Official Information Act 1982. Specific grounds are noted in the responses below and in
each document where information has been redacted.

1,2,7,8 and 10. Communication between the United Kingdom and Medsafe
regarding Hormone Pregnancy Tests

In the response to your initial OIA request (H201701896), your question was interpreted
to refer to the 2017 inquiry being undertaken by the Medicines and Healthcare products
Regulatory Agency (MHRA). Medsafe has not received a request for information from the
MHRA in relation to this recent enquiry. However, | can confirm that Medsafe did receive
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a request for information from the MHRA in 2015. | apologise for any confusion this may
have caused.

Correspondence relating to the 2015 request is attached to this response. One case
report that had been submitted to the Centre for Adverse Reactions Monitoring (CARM)
concerning the medicines ethinyloestradiol and norethisterone in combination was
provided to the MHRA in 2015. This report is also attached. In this report, the suspected
medicines were reported to be ethinyloestradiol and norethisterone, but the brand name
was not stated. Although the reported dose for each medicine is not consistent with the
formulation of either Primodos or Amenorone Forte, it is possible that the dose was not
reported or recorded correctly. However, to ensure that the MHRA had access to all
possible cases, Medsafe decided to provide this information.

In 2015, CARM had not received any case reports in which Primodos was reported as
the brand name of the suspected medicine which resulted in congenital anomalies in a
baby.

3,13 and 15. Removal of stocks from pharmacies

We are unable to locate any documentation on the Department of Health processes for
drug recalls in the 1960s and 1970s. The recall code has developed over the years and
in 2017 the recall process is significantly different to what would have been in place in
1975, when the hormonal pregnancy tests were withdrawn. For example, recalls can now
be transmitted via email to healthcare professionals.

| note your concerns regarding the responsibilities of the Department of Health in the
hormonal pregnancy tests recall as detailed in the media release on the Ministry of
Health and Medsafe websites. We are currently reviewing the wording of the Ministry of
Health's media release and will update the statement if necessary.

4,11 and 14. Clinical Services Letter No. 150

Clinical Services Letters are publically available on the Ministry of Health website in the
Ministry of Health Library (www.health.govt.nz/about-ministry/ministry-health-library).
Search the Online Library Catalogue for ‘Clinical Services Letter’. A copy of the Clinical
Services Letter No. 150 is attached. Please accept my apologies for not providing a copy
of the Clinical Services Letter in your first request or pointing you to the website link.

Clinical Services Letter No. 79 is also attached for your information as this mentions
‘hormone pregnancy tests.

5. Notices for publication in the NZ Gazette
This request was previously refused under section 18(e) of the Act as the document(s)
alleged to contain the information requested does not exist. This phrase was used

because the Ministry of Health does not hold these documents.

Gazette Notices are held by Archives New Zealand. Please contact Archives New
Zealand directly if you wish to obtain copies of these documents.
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6 and 11. Correspondence showing what actions the Department of Health took to
contact women or their GPs.

We are unable to locate any documentation on the Department of Health processes at
this time; however, | have attached relevant minutes from the Ministerial Expert Advisory
Committees for your information (please see response to question 12 below). All the
information from the product files of both Primodos and Amenorone Forte were provided
in your previous request (OJA H201701896).

8. Why did Medsafe wait for over 2 years from the time the MHRA called for
information, to action the call for information from those who may have taken the
drugs in New Zealand?

In 2015, Medsafe provided information to the MHRA (see above). At this time there was
only one possible New Zealand case. No concerns were raised with us by the public at
this point so it was presumed that there had not been an issue in New Zealand. We also
noted that the New Zealand recall was initiated because of overseas cases not local
cases.

Information about hormonal pregnancy tests was published on the Medsafe and Ministry
of Health websites in 2017 after public interest increased in New Zealand.

12. Provide minutes of the Department of Health committee(s), from March 1975
to December 1975, including those of the Medicines Advisory Committee

The following documents are attached:

e Minutes of the Drug Assessment Advisory Committee meeting held on Wednesday
19 March 1975.

e Minutes of the Drug Assessment Advisory Committee meeting held on Wednesday
16 July 1975.

* Minutes of the Drug Assessment Advisory Committee meeting held on Wednesday
30 November 1977.

* Minutes of the Committee of Adverse Drug Reactions held on Wednesday 9 April
1975.

I have provided minutes outside of the time frames you requested for completeness.
Please also note that the entire meeting minutes, not only the relevant sections, are
attached to provide an indication of the extent of documentation at this time.

16. Ministry of Health’s intentions with regard to the effects of HPTs on women
and babies in New Zealand

Medsafe is awaiting the outcome of the current UK inquiry as Medsafe understands new
information has been identified in the United Kingdom. New Zealand does not have
access to this new information so will be reviewing this once it is available to assess its
context in relation to the use of these products in New Zealand.

To summarise, the information released relating to your request is itemised below, with
copies of documents attached as outlined in the table below.
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Table 1 Documents provided in response to OIA H201703568

Email correspondence

1 Email 21/07/2015

2 Email 19/08/2015

3 Email 02/09/2015

4 Email 02/09/2015 plus CARM case report

5 Email 08/09/2015

Clinical Services Letters

6 Clinical Services Letter No. 150

Fi Clinical Services Letter No. 79

Meeting minutes

8 Minutes of the Meeting of the Committee on Adverse Drug Reactions held on
9 April 1975 (page 7)

9 Minutes of the Meeting of the Drug Assessment Advisory Committee held on
19 March 1975 (page 8)

10 Minutes of the Meeting of the Drug Assessment Advisory Committee held on
16 July 1975 (page 3)

fip Minutes of the Meeting of the Drug Assessment Advisory Committee held on
30 November 1977 (page 9)

| trust this information fulfils your request. You have the right, under section 28 of the Act,
to ask the Ombudsman to review my decision to withhold information under this request.

Yours sincerely 7

Group Manager
Medsafe
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To: Rowan Polloclk/MOH@MOH,
cc:
bee:

© 21/07/2015 09:02 a.m.
Subject: Fw: Hormone Pregnancy Tests and Congenital Abnormalities

Hi Rowan

Can you please take alook at this one and see if we can provide info ey (2)(a)
Thanks

Chris

Chris James |Act1ng Group Manager | Medsafe | M|n|stry of Health |

W OELALAGE HEBICTY
SRS MLBIEAL C1vtNa
TAPETYAUTHENITT
A meanw AL uHGE Er
TR e B AT .

Cc:
Date: 20/07/2015 10:23 p.m.
Subject: Hormone Pregnancy Tests and Congenital Abnogﬁali\'

Dear Janelle and Michael and Chris, <B
Here at the MHRA | am working o

i@, c tmg prOJ %to medicines for women and

| wonder if | may ask you for sqme
Pre’ PTs) which were marketed in the UK
regnancy, before the introduction of more
effective fe e MHRA e an Expert Review to determine if there is any
fatio - P‘f@ enital abnormalities, which have been reported in
we of|the childre m fs who used HPTs. One of my tasks is to identify case reports
oficongenit s associated with HPTs from relevant national and international
datasets:

[ attach a summary table of the products which were available in the UK (none is currently
licensed) and the active ingredients in each. We have found out that HPT products were
available in several other countries, including Australia where a product called Duogynon
was licensed.

| wonder if you may be able to answer the following questions please:
1)  Were HPT products ever approved for use in NZ and if so, what were these

products and their active ingredients?
2)  Have the NZ expert advisory committees (e.g. the MARC) discussed HPTs at any



time?
3)  Arethere any reports relating to HPTs in the CARM dataset and if so, are you
able to share a summary of these reports with the MHRA?

We would very much appreciate any relevant information you can provide on this issue,

Best wishes,
0(2)(a)

Section 9(2)(a) BM DM FRCOG

Senior Medical Assessor
Benefit Risk Management Group

MHRA

151 Buckingham Palace Road, London, SW1W 957, UK
Tel: B EIEAEY)]
E-mail: IR RO 6) é ;
Stay connected : mhra.gov.uk/stayconnected @
MHRA is a centre of the Medicines and Healthcare Products Regu %@ ? t

i i ith it ar ident %ou are 1 in

> o1 aken in

If you are not the intended 1ec1p1 g

function and then permanent | : s@-Incoming and outgoing email
messages are 10ut1nely 1 ¢ Department of Health's policy on

recipient, any reading, printing, storage, disclosure,
respect of this email is prohibited and may b :

tlons

the use of electrom

For mo@ n th 1 f Health's email policy, click
nthomht

& The or h emazl was scanned for viruses by the Government Secure Intranet virus
scanning ice supplied by Vodafone in partnership with Symantec. (CCTM Certificate
Number 2009/09/0052.) This email has been certified virus free.

Communications via the GSi may be automatically logged, monitored and/or recorded for
legal purposes.

COMPOSITION OF HORMONE PREGNANCY TESTS_UK PRODUCTS.doc




| ; Sent by: Chris To: Janelle Ashton IR EY]
‘s James/MOH cc: Michael Tatley RYSestoN
1 bee:

Susan Kenyon/MOH@MOH,

i
¢/

19/08/2015 09:10 a.m,
Subject: RE: Hormone Pregnancy Tests and Congenital Abnormalities

Thanks Janelle.

Yes | think it would be helpful for us to respond too if you could prepare whatever you need to |
will send on to the MHRA with Medsafe's information.

Chris

Chris James | Acting Group Manager | M
MEDSMNFG 8
<o S

Janelle Ashton Dear Chris In response to this req... 18/08/2015 06:35;

From: Janelle Ashton
Ta:
06 Michael Tatley Section 9(2)(a
Date: 18/08/2015 06:35 p.m.

Subject: RE: Hormone Pregnancy Tests and Congenital Abnormaltti

S

Dear Chris
In response to this request, | identified tha
01/06/1975.

This is the only product | found that ha
know.

| searched the
agents in

If you want to provide these details, | will get them prepared into a case report.

| have been working through the MARC reports from our 50 years as we re-file in our post-fire
system. There were regular ‘Maternity’ cases provided to the MARC from another committee but |
have not checked any of them at this point.

Hope this helps.
Regards
Janelle



Janelle Ashton | Manager Information Systems | New Zealand Pharmacovigilance Centre [ https://nzphve.otago.ac.nz |
szivi: Péi Ei? iii Ii"iidm 8054, New Zealand | DDI: [{3e#le)s 9(2) (a)liz:E

- o T

Sent: Monday, 20 July 2015 10:23 p.m.

To: Janelle Ashton; Michael Tatley; IEEECHEIPIEY)

(ool Section 9(2)(a) o o
Subject: Hormone Pregnancy Tests and Congenital Abnormalities

Dear Janelle and Michael and Chris,

Here at the MHRA 1 am working on several interesting projects relating to medicines for women and
I wonder if | may ask you for some input from NZ on a specific issue?

The project relates to Hormone Pregnancy Tests (HPTs) which were marketed in the UK @

between the 1950s and 1970s to diagnose pregnancy, before the introduction of mare
effective tests. The MHRA is to undertake an Expert Review to determine if there i

datasets.
ducts were

| attach a summary table of the products which w %
licensed) and the active ingredients in each. We und o
available in several other countries, incl Et wh called Duogynon
was licensed.
| wonder if you may be ahl @he fg@ons please:
pre goucts evexappravecfor use in NZ and if so, what were these

dvisry committees (e.g. the MARC) discussed HPTs at any

ports relating to HPTs in the CARM dataset and if so, are you
mmary of these reports with the MHRA?

Best wishes,
9(2)(a)

Section 9(2)(a)
Senior Medical Assessor
Benefit Risk Management Group

BM DM FRCOG

MHRA

151 Buckingham Palace Road, London, SW1W 9SZ, UK
Telrw

E-mail: IEEEIRLA




To:
(c/04
bee:

Subject: RE: Hormone Pregnancy Tests and Congenital Abnormalities

Dear Chris,
| am just following up on the emails below regarding HPTs, as we do not yet appear to have received
any information from NZ since your email in late July,

The first meeting of the UK Expert Working Group on HPTs is being held in mid-October and so it
would be most helpful to receive any information and/or data by Monday 14lh September latest.

Many thanks for your co-operation,

Section 9(2)(a) BM DM FRCOG
Senior Medical Assessor
Benefit Risk Management Group

MHRA
151 Buckingham Palace Road, London, SW1W 8S

M Section 9(2)(a
Section 3(2) a

Thank you for your email. I will get one of the team to have a look into what information we have and can easily
access. Will get back to you shortly.

Thanks

Chris

Chris James | Acting Group Manager | Medsafe | Ministry of Health S GEE{EHIEY)
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Section 9(2)(a)

Section 9(2)(a)
Date: 20/07/2015 10:23 p.m.

Subjecl; Hormone Pregnancy Tests and Congenital Abnormalities

Dear Janelle and Michael and Chris, é ;( ::)
Here at the MHRA | am working on several interesting projects relating to medicines for w er
if | may ask you for some input from NZ on a specific issue? @
The project relates to Hormone Pregnancy Tests (HPTs) whic %B té
between the 1950s and 1970s to diagnose pregnancy, befgre the intro uction ore
effective tests. The MHRA is to undertake an ExpertRe determj i

i avebe orted in
some of the children of mothers who used H aSks) deltify case reports
of congenital abnormalities associated ¥ nal and international
datasets.
l attach a summary tak % ucts v

licensed) and the a & ents in e
available in se @ her-countrig
was lic@ @

er fyou m b answer the following questions please:

cts ever approved for use in NZ and if so, what were these products
ingredients?
e NZ expert advisory committees (e.g. the MARC) discussed HPTs at any time?

re available in the UK (none is currently
e have found out that HPT products were
z Australia where a product called Duogynon

3)  Arethere any reports relating to HPTs in the CARM dataset and if so, are you able to
share a summary of these reports with the MHRA?

We would very much appreciate any relevant information you can provide on this issue,

Best wishes,
9(2)(a

RN o1 oo

Senior Medical Assessor



Benefit Risk Management Group

MHRA
151 Buckingham Palace Road, London, SW1W 98Z, UK
rpection 9(2)(a)

Section 9(2)(a)
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legal privilege,
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- Sent by: To:

[- i bec:
e T 02109/2015 04:25 pam.

Subject: RE: Hormone Pregnancy Tests and Congenital Abnormalities

Hi Chris

IO follow-up email of today has actioned my completion of this ‘Case Report’ for you.

| have extracted the detail from the very limited information on the one CARM report that looks a
possible match and have compiled the attached Word document.

| have added a section “Other Comment” to show the results of trying to match the limited CARM
report details.

| have looked at the medicines options in the MHRA listing compared to the Medsafe Product listing

and to the details in the CARM database as the CARM case report says ethinyloestradiol 0.5mg a @
norethisterone 5mg. | cannot find a product with the same formulation and believe it is prok@abl
transcription error.

Michael has reviewed the Case Report and | have left the document in Word fg %\/ou C
make alterations if you wish. & é@
Janelle Ashton | Manager Information Systems | New muu atovigilance ,ﬁ Mhtths:linzphve.otago.ac.nz |

in 9054, New Zealand | DDI Section 9(2)(a) E
NS

From: Section 9(2)(a)

Sent: Wednesday, 19 Augus
To: Janelle Ashton
Cc: Michael Tatley S
Subject: RE:

Let me know if you need anything further.
Janelle

@ thirk it wo, he 1 us to respond tofJeN@so if you could prepare whatever you need to I will send
y the % afe's information.

Chris James | Acting Group Manager | Medsafe | Ministry of Health | [“Section 9(2)(a) |

MGDSMNFG e
U ETALRE HEBEL e
ARG FIOICAL FEVILAY SRS
FAPETY AUTHEUTT ==y

& EAEIRI B UHIT S

THp AT bl AL .

From: Janelle Ashton

U} scctiono)@ |



Cc: Michael Tatley
Date: 18/08/2015 06:35 p.m.
Subject: RE: Hormone Pregnancy Tests and Congenital Abnormalities

Dear Chris
In response to this request, | identified that Amenorone Forte was approved in NZ 31/12/1969 to 01/06/1975.
This is the only product | found that had been approved in NZ but if there are others, please let me know.

I searched the CARM database for reports combining Ethinyloestradiol and Ethisterone (the active agentsin
Amenarone) reporting congenital abnormalities but there were none.

I then searched for reports combining Ethinyleestradiol and Norethisterone and found ane identifying multiple
congenital malformations which was reported to CARM in July 1876 (a year after Notification Date of

Amenaorone).
The patient is described as a 32 F and Gestation Period of first exposure is reported as “?5/52" . There ar
dates of administration but there has been an indication 2 days’ added in red probably by a staff m

the time although there is nothing else to indicate a duration of treatment.

If you want to provide these details, [ will get them prepared into a case repurt@@

| have been working through the MARC reports from our 50 years as re- urpost-firg systérr

ilel
were regular ‘Maternity’ cases provided to the MARC from another ittee but | have ch
them at this point.
Hope this helps. @% i X
Regards @

Janelle

Janelle Ashton | Manager In

nt! Monday), 20 J ] :
@ TI‘” Tatley;

MWl Section 9(2)(a)
Subject: Mormone Pregnancy Tests and Congenital Abnormalities

Dear Janelle and Michael and Chris,

Here at the MHRA | am working on several interesting projects relating to medicines for women and | wonder
if | may ask you for some input from NZ on a specific issue?

The project relates to Hormone Pregnancy Tests (HPTs) which were marketed in the UK
between the 1950s and 1970s to diagnose pregnancy, before the introduction of more
effective tests. The MHRA is to undertake an Expert Review to determine if there is any
association between HPTs and congenital abnormalities, which have been reported in



some of the children of mothers who used HPTs. One of my tasks is to identify case reports
of congenital abnormalities associated with HPTs from relevant national and international
datasets.

| attach a summary table of the products which were available in the UK (none is currently
licensed) and the active ingredients in each. We have found out that HPT products were
available in several other countries, including Australia where a product called Duogynon
was licensed.

| wonder if you may be able to answer the following questions please:
1) Were HPT products ever approved for use in NZ and if so, what were these products and

their active ingredients?
2) Have the NZ expert advisory committees (e.g. the MARC) discussed HPTs at any time?

3) Are there any reports relating to HPTs in the CARM dataset and if so, are you able to

share a summary of these reports with the MHRA? 2 ;

We would very much appreciate any relevant information you can provide on this issue, @

Best wishes, @
9(2)(a) Q
T o Frcoc N\
Senior Medical Assessor

Benefit Risk Management Group

MHRA
1561 Buckingham Palace Road, Londg

E-mail: Section 9{2)(a)
\ »
.mm f/sta cted
L

Stay connected ;

-/ >
MHRAi’éj a f the M.l'oa S Healthcare Products Regulatory Agency
<' ; @ emai

If you are not the intended recipient, please notify the sender immediately by using the reply
function and then permanently delete what you have received. Incoming and outgoing email
messages are routinely monitored for compliance with the Department of Health's policy on
the use of electronic communications.

For more information on the Department of Health's email policy, click

DHTermsAndConditions



The original of this email was scanned for viruses by the Government Secure Intranet virus
scanning service supplied by Vodafone in partnership with Symantec. (CCTM Certificate
Number 2009/09/0052.) This email has been certified virus free.

Communications via the GSi may be automatically logged, monitored and/or recorded for
legal purposes.
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CARM REPORT
June 1976

Report No. 005803
Report Received: 25/06/1976
Source: Hospital Doctor

Patient: Pregnant Female 32yrs
Height:
Weight

Suspect Medicine(s): Ethinyloestradiol /Norethisterone
Medicine details have been recorded as Ethinyloestradil 0.5mg and Norethisterone &%@

taken orally for 2 days.
No product name has been identified *** %
Onset Date: Gestation recorded as “ 7 5/52 " @@
Event description: Multiple congenital abnormalities Q
cleft lip and palate

Hypoplastic ext auditory meatus
Thoracic hemivertibrae

Qutcome:

Follow-up information: f st for “Clad of wastation period of exposure to the drugs”
Other Medical C;g @

o) ents!

P G







; Fw: Hormone Pregnancy Tests and Congenital Abnormalities
Chris James to ,‘J‘,:’ Prani_cerd 22/09/2017 12:02 p.m,

Chris James | Group Manager | Medsafe | Ministry of Health |

MEDSNFGCJ iy Z
‘ MEw TRALASE HIDIEE ) O P R ey

ARD MADICAL $4TITNY X x &

1 THEw D e e

. Gnit or Tt e

ettt O Ry

From:

To:

Dale: 221 p.m.

Subject: RE: Hormone Pregnancy Tests and Congenital Abnormalities

Duogynon in our system.

Attached is information from one report from CARM from 1976. @%
| hope this information is useful. %&%
Chris «

o2

MHRA_CARM ID 005803 pdf

Dear 9(2)(a)
| understand that Amenorone Forte was approved in NZ (from 1969 up until 1975). The active @
ingredients were norethisterone acetate (50mg) and ethinylestradiol (0.06mg). | can find no reg

Chris James | Acting Group M

MEGDSMNFC i !
‘ MEse ELRLOSE REDICTT) : = i

AND HABICAL FAHILEY §

WAPITR AYTSBNITT 3 s TS

A mad I UNT W 2 =28

Tt MimatEn wa wr AL SR

02/09/2015 01:42:30 a.m.

T O (TR |

Section 9(2)(a)

Date: 02/09/201501:42 a.m.
Subjecl: RE: Hormane Pregnancy Tests and Congenital Abnormalities
Dear Chris,

| am just following up on the emails below regarding HPTs, as we do not yet appear to have received
any information from NZ since your email in late July.

The first meeting of the UK Expert Working Group on HPTs is being held in mid-October and so it
would be most helpful to receive any information and/or data by Monday 14 September latest.



Many thanks for your co-operation,

Senior Medical Assessor
Benefit Risk Management Group

MHRA
151 Buckingham Palace Road, London, SW1W 982, UK

Te] Section 9(2)(a)
ol Section 9(2)(a

Stay connected : mhra.gov.uk/stayconnected

From:
Sent: 21 July 2015 06:19
To
Cc:

Subject: Hormone Pregnancy Tests and Congenital Abnormaliti %
Dea G0 2 > %
eafn i a l5ok int@tiou we have and can easily

From: " Section 9(2)(a) T
To

Section 9(2)(a)

Section 9(2)(a)
Date: 20/07/2015 10:23 p.m.
Subject: Hormone Pregnancy Tests and Congenital Abnormalities

Dear Janelle and Michael and Chris,



Here at the MHRA | am working on several interesting projects relating to medicines for women and | wonder
if I may ask you for some input from NZ on a specific issue?

The project relates to Hormone Pregnancy Tests (HPTs) which were marketed in the UK
hetween the 1950s and 1970s to diagnhose pregnancy, before the introduction of more
effective tests. The MHRA is to undertake an Expert Review to determine if there is any
association between HPTs and congenital abnormalities, which have been reported in
some of the children of mothers who used HPTs. One of my tasks is to identify case reports
of congenital abnormalities associated with HPTs from relevant national and international
datasets.

i r
licensed) and the active ingredients in each. We have found out.th ucts

available in several other countries, including Australia wheraQ fPos gy
was licensed.

T

| attach a summary table of the products which were available in the
T
duct\ealled

1)  Were HPT products ever a
and their active ingredients?

2) ) discussed HPTs at any time?
3) e CARM dataset and if so, are you able to
share a su

s‘ uch a“ rei@y refevant information you can provide on this issue,

BM DM FRCOG
Benefit Risk Management Group

MHRA
151 Buckingham Palace Road, London, SW1W 9SZ, UK

IS Section 9(2)(a)

E-mail: Section 9(2)(a

S5 e e s sl f sl s s i e e s o e s s ofe e e st el s o sfele el o s el ol sl e sl sl i e s sl s s et el o sl e el ettt e el e
Statement of confidentiality: This e-mail message and any accompanying

attachments may contain information that is IN-CONFIDENCE and subject to

legal privilege.

If you are not the intended recipient, do not read, use, disseminate,

distribute or copy this message or attachments.

If you have received this message in error, please notify the sender

immediately and delete this message.






DEPARTMENT OF HEALTH,
P.0. BOX 5013,
WELLINGTON.

16 May 1975

-

CLINICAL SERVICES LETTER NO. 150

TO MEDICAL AND DENTAL PRACTITIONERS
(Copy to Proprietors of Retail Pharmacies) % ;

)

; HORMONAL PREGNANCYAY
Recent evidence has associated the use of~hormo @
w of the

R\Vig - st
. alternatjve D

Dear Sir/Madam,

single Schedule those preparations which are
benefits, and any restrictions on their availability.

Andeh
ust, and 1 December and are cumulative. The Tariff, therefore, is con-
ed in only two documents, the principal Drug Tariff and the most recent
amendment.

As amendments are made in the availability of drugs, the drug concerned
must first be deleted from the Tariff and is included in the list of deletions in
the Drug Tariff Amendment; its amended form is then included in the list of
additions. These two lists also specify any items which are deleted entirely or
are added to the Tariff for the first time.

s




Items which appear in an amendment for the first time, or which appear
with an alteration in availability, are denoted by an asterisk,

The Drug Tariff also covers other matters relating to pharmaceutical bene-
fits, such as the period of supply and practitioners® supply orders.

Major changes made in a revision of the Drug Tariff or in an amendment
are explained in an accompanying Clinical Services Letter.

PRACTITIONERS’ SUPPLY ORDERS

There is provision under the Drug Tariff for supplies of most pharmaceutical
benefits to be obtained on a practitioners® supply order form. Supplies of these
torms, including the special form to be used for narcotics, may be obtained
from the local medical officer of health.

These supply orders should not be used as a source of drugs for di
to patients other than in an emergency. They are intended to cover-infrhe
treatment before supplies can be obtained in the ordinary way, %‘ 0
nty such as

be used to obtain materials for personal administration t
injections,

Items for use in the consulting room, such as i rials, diSuf
- tants, or solutions for the storage of instrumien \ as
: are

charge under the Drug Tariff. In accordance With
subject to scrutiny by the department

@@ Yours faithftllly,
SIpoe Y. Q. Quort .

(A. W. S. Thompson) (D. A. Andrews)
Director, Deputy Director,

Division of Clinical Services.

S
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Dy A. W. S. THOMPSON

Clinical Services Letler No. 1 was published on 30 September 1957, the
first in the series of Prescribers’ Notes which have continued ever since. All
have appeared over the signature of Dr A. W. S. Thompson. But the present
issue will be the last signed by him, since he retires on 27 May. It is fitting,
therefore, that a brief tribute to him should appear in a publication he con-
sidered of great importance and to which he devoted much ti
over the years.

Dr “Bill” Thompson came to New Zealand in Nov¢
cal Officer of Health for the Auckland District. '*.-. on fo make s
siderable impact on the medical scene in o gity ang beyond thr%b

flair for public health combined with his-adiinistrative skills. It Was with'some
reluctance that he moved to Wellingte @’ intmer

from the excellent working
rofession. Several important
purpose under his chairmanship

vhich gave him particular satisfaction, was
¢ visiting practitioner scheme.

tion, his Wwise and, most of all, his humility.
%&m o spend his retirement in England and we wish him well.

(H. J. H. Hiddlestone)
Director-General of Health.

BY AUTHORITY:
A. R, SHEARER, GOVERNMENT PRINTER, WELLINGTON, NEW ZEALAND—1975

61628B—75G







DEPARTMENT OF HEALTH,
P.O. BOX 5013,
WELLINGTON.

22 April 1968.
CLINICAL SERVICES LETTER NO. 79

TO MEDICAL PRACTITIONERS

Dear Doctor,
MATERNITY BENEFIT CLAIM FORM (MAT. B.5)

To overcome the difficulty experienced by doctors in obtaining satisfactory patients’
certificates, the new print of form Mat. B.5 allows for the completion of the patient’s
certificate prior to the post-natal examination. The claim will be accepted if it is
signed and -dated by the patient towards the end of the lying-in period. The co-operation
of doctors is requested to ensure that claims are properly completed by pat

SUPPLEMENTARY BENEFITS (PHARMA
If a patient requiring a drug which is not in the ; ‘easonably
of this Division for approval of a special

to drugs for the treatment of chronic i en retro-
9 orised in this

way.
Care should be taken to supp 4}\' :
(a) The name of the dx @\n’_

eﬁect 11 t would find it a hardship to pay for

P10,



PREGNANCY TESTS

The Drug Tariff specifically excludes payment for pregnancy tests, This would

include combinations of progestogens and oestrogens used for this purpose.

Incidentally, these combinations are not, in fact, considered to be satisfactory. The

- new hormonal tests are cheap and reliable,

Yours faithfully,

R.d.§ S %%1%

(A. W. S. Thompson) (T. L. Hayes)
Director, Assistant Director,

Division of Clinical Services.

Vacancies in General Practice

Alexandra, Central Otago, urgently requires another doctor. No purc
or goodwill required. Houses to lease or purchase available, fina
normal lending limits can be arranged. This rapidly growing
a prosperous fruit and sheep farming area, has a splendi
rainfall 12 inches), excellent high school, swimming pso

course, fishing, ice skating within 3 miles, Publi X
annexe 6 miles. Two present doctors are serioUSly \over

Mrs V. M. Boyd, Box 86, Alexandra.

laMon of 2,500,
six beds) averages

Methven, a pleasant cou i
offers a vacancy for a so @ {
50 patients a year. Dty g puse/and surgery available
to rent or purchaseh Nxcalls: prospect ounty Clerk, Ashburton
County Coupag Efy , Ashburt

RNMENT PRINTER, WELLINGTON, NEW ZEALAND-—1968

4,400/4/68—46519 G

P




09 208/60/1

MINUTES CF THE MERTING Or THE COMMITTEE ON ADVERSE DRUG
REACTTIONS HELD TN THE COMMITTEE RO, 18T FLOOR,
MACARTHY TRUST BUILDING, LAMBTON QUAY, WELLINGTON, AT
10.30 A M, CON WEDNESDAY, © APRIL 1975

PREGENT

Dr M, Watt (Chairman)
Dr D.A. Andrews

Dr V,N. Clay

Dr G.8.M, Kellzaqay

Professor 4.D. Macalister

Profes:scr E.G. McQueen

Dr AJH, Paul : (:::)
Dr J.8. Phillips %&

Dr R. Saundesrs Ci§§§>

Miss 8. Porter ; <§>

Mrs E.C. MeKenzie Tin %eé% ) @&

APOLOGIES

.

Dr C.M. Luke

INTRODGCTION

The Chairman who had rvecently veen

gr with the

appeinted Prix

¢ meeting held on 1% November 1974 were

FROY_THE MINUTES

Hogpital HNonitorirg

Dr Xellaway advised

R TG i e B e i B K e 2 A
hat o dulletin on adverse resciions, for

3 e oede L T T ) - PP, o P N ow - - n i o g e e
internal circuloticon within Auvcklend Hosoitod.
It 2
- 5 e g S0 7 g - aoy Do ) 3]
wes being produeed zvery 2 nmonths; the latest



o

(A5} Wellington

The reporting prograwme was proceeding
satisfactorily. Approximately 200 patients
had been involved in the 6 months that he
brogramme had been in operation. A report
would be issuved to staff shoxrtly.

Christehurch

—~
.
.

~

Yrogress had not been made in establishing
a continuing reporting programme. A
pharmacologist had not yet been appointed.

wnedin

At et e e e

Professor McQueen advised thab ’%%§>Adre
still attempting to sustain s ALK ]
reporting., There was not iadpiad

monitoring programme

N
}_h
<

~

(b) Computer Terminal for New(ﬁ%&laﬂ

employed over
vhe M,Z2. Comouter £iling

rable with thot used by the

ne data stored would be accessibvie 2t certvain

nes during the day. Queries from vractiticners

-

could be angwered within a few hours.

3

(2) Reactions %o Penicillin (Therapeutic otes

)
The draft¢ had not yet been received oy ths
lepartment of Health. It was agreed thav this item
be omitted from the agenda in the future.

(d) Practolel

The Department was congratulated on the admirvabdle
way in which this situation had been handlad. The
Tirm had coopersted fully throughout.



. )

Wew Zealand wae the first counbry to resbtrict
the aveilability of Practolol. The United Kingdom
had followed bub with stricter controls,

From sales figures submitted by the Company, it
was noted that sales had dropped markedly in
Tepruary. 1975.

The Chairman said that this mabtter showed The
value of spontaneous reporting of adverse arug
reactions, There had been sufficient local
informabion to enable & decigion to ve made.

The Standing Commi+tee on Therapeutic Trisls was

explriencing prohlems with an aprlication Tor o twial ¢

AR Sh

of & chemically similar drug. Phig was belng 1o ‘:
3 NS ; of orochol

at more cavtliousiy as & congequence G
reactions. ilo decision had as yet neen 2 §§> 7
nembers of ile Comiaitvee. - - if<>

In many cases, iHitial e 'nlcg% prialsAdLd

savolve sufficlent aunbeny

+o show up and 1t vas ¥ad been

released for moxre pey becane appereni.

ded & list of various

® dnciuded in the general file. 1%

fheir inclusion could produce biasec rasuits.

CEED was egreed that a Bulletin on Beta-Blockers
§§>> zeneral be igsued.

Minomycin 2nd Giddiness

The pepers prepared by Dr Macintosh on
tetracyclines wasg TO be issued as a Bullelir. 1%
ywags agreed that bthe last sentence of this report be
onitted and that Tthe names of wverious investigebows
bhe listed at Lhe end with the dibliography.

o i was sgreed that it would be helpful 1L any
sdverse drug reactions reportéd in the weekly repout
of HEW wers draJn to the attention of the Cowmitltee.



|G

‘ iI'-e

(f) Rauwolfia and Breast Cancer

Professor McQueen s2id that Professor F.0. Simpson
had collected cata in the Dunedin Hypertensive Clinic
which suggested that there may be =& relationship
between rauwolfia and neoplasms,

Although reports to Gate were not conclusive, it
wes agreed that the Comrittee's attitude on the subject
should not be changed.,

() Index to Bulletins
i | Copies of previous Bulletins were available on
request.

S5 COMMITTEE RETORTS

.

(a) Yew Zesland

f FProfessor MeQueen asked whet
H .
i should be done this year or +h

Jear and a ten year review '&qubl S
It was felt that & T surw

relevant and it w <§§ h, 8 year survey
; i ar review in the

d in ths

g

Ene number of adverse drug recctions

S§§$ported over the three month period by vhe doctors
C%é;> participating varied beiween 1 and 70. Therg w-g

& great dilference in tha interpretation of what
constituted an adverse drug reaction and this would
obviously hovo 4o be made entirely clear Luofore Gy

further survey was initiazted,

(ii) Visit o Australis Regarding Insensive Drus
Surveillance Mroiecis

Professor MHejueen reported on a conferonce
in Melbo&rne vnder the auspices of +he
Conmon=realth Department of Healbth. This deslt:
Wit ivtensise mbnitoring, both in hosypital

0

& Iy

in geanerzl wvractice.

]




(

D

Professor MeQueen felt that something further
should.be done in this country %o set up a
programme of intensive reporting by gensral
practitioners. The Pilot Study had highlighted
thie difficuvlties in setting uv such a scheme.
General practitionsrs could not be expscled to
carry out intensive monitoring for longer than
3 months ot a time.

Dr Clay commented on the way in which a
scheme set up Jn Auckland several years ago
concerning the reporting of non-~infect.ous

diseuses had operatzd. <:::>
Dr Saunders mentioned that many é§;>
: £5k;

ractitioneras were mMow ens

| 1
Lt - U AL

eneral

G3

b3

i

be

o i ?%%ggaﬁe

€§Q§> A\
ccEssary to

zet out *the

or their accounts and that

H;

possible to exbend this
the recording of ad

Dr Kellawi§;B;

ed that a sub-commibie

mentation

lonitoring progranme

@
Proressor McQueexr, Dr Macinbo.l,

¢ Jenner (rerresenting the
partment of Health) and Dr R. West, be set

<§§>§§>§ ap to consider the question and to repor®

-

o}

)

back Ho the Committes.

1, o

T4 wae considered that the Pilet Sbudy
had been valuable in that it hichlighted the
problems to be contended with.

It was noted that the Hamilton,
Australia, survey was still not in operation
after 24 years of planning.

8

Australian Drug Tvsluation Committee

f 7] ™ A M .
£ oa Daﬁn-ﬁ'Lva

=

(i) T Minutes of the 45ih and 4601

Meeving Reports

Por informabion.



6.

2. Chleorhexidine Ototoxicity

Por information.

(4i) ~ Minubes of the 58th Meeting of the A.D.E.C.

Te Minocycline and Feetal Malformations.,
Dr lzgintosh would be modifying his
paper in view of this report and the
contra- indications would include
Pregnancy.

(iii) Minutes of the 59%h Meeting
g
1. Metiamide . 2;(:::)‘
For information. §§<§S§;>

.?Eégkormatioﬁ.
C§§S> (e) ¢ Gexman—Tederal Republic eon Drug Commission
Foi information.

Swedish A.R, Committee

For informatbion.

(g) WHO _
(i) Adverse Reactions to Contrast Medla

Professor McQueen said that he had
received reports of adverse reactions as well
as requests froom rediologists for information

and advice on managcement.



(2.1
%

L3 Rauwolfia Alkaloids and Breast lJancer

For information.

(iii) Finnish Data Drug Information No. 142,
28/1/75 Re Digoxin

Por information.

(iv) Adverse Reactions Reporting (Sweden):
Information Sheet Wumber 48, 17/2/75
heporting Obligatory

The reporting of all adverse drug
reaction is now coapulsory in Sweden.
did not appear, however, that p°Pal;§§>

imposed for non-compliance,

(v) Hormonal Testing P epgranlonQ\

Drug Information Numoe?/qiﬂflfx>2/25”\

Withdrawsl in nUSUZéiQa ¢§Q§§é£>

Two hormo
preparat‘ arﬁe New Zealand.

-.y Commlttee recomrended
b withdrawn from the

THAT this Committee support the
Departwent in obtaining the
withdrawal of hormonal pregnancy
tests from the marketv.

Carried

(vi) Resigmation of Dr Venulet, Senior Project
Officer, WIO J

Professor McQueen advised that
Dr Venulie®'s wregignabion was due to the
expiry of his exit permit from Poland.



[obok

G
FURTHER BUSINESS
{3 14 A.D.R. Numbers Game
(i) 2. Special Article : The New Bagland Journal of

Medicine, 291 1974 pp 824 -~ 828 : Hershel Jick

Dr Kellaway advised that 3 deaths caused by
adverse drug reactions had been reported in
Aucklend. He was not confident that +this was
the totzal number as it was difficult %o Itrace
the numbers JSrom patients' medical records,

. Dr Kellawsay agreed tec write to Dr Jick
! and ssk fur any statistics that are available.<:::>

(ii) J Minocycline : (Morbidity and Mortality, 24, 19¢%

i

l‘ For information @%@
!

(iii)| Smallpov Vaccination | <Q:ix <§§i>
i

mg the wrong

ooy mif% >
te mentioned in a
@ sas included in a Circular Lebtter
<§§f§é§§. Medical Practitioners dated 1 Apcil

19755)

i;@iv @% ezs {Prazosin)

Dr indrews advised thet early in 1974 cone al o
limited marketing was granted and in November 1974 +he
Drog Assessment Advisory Committee approved Minipress

for wider distribulion.

_ The last meeting of Pharmacology and Therapesutics
Advisory Committee recommended availebility under the
Drug Tariff from retail pharmacy without restriction.

The amendment to the Drug Tariff was at printer's
proof stage when Dr Hallwright, one of the trialists
of this drug, advised that many of his patients had
saverse rTeactions to the drug =2nd he thoughlt that it



1%
9.

should not be widely available. None of the adverse
drug reactions which occurred in the multi-~centre
trials had been reported to this Committee or to the
COMPaNny.

The Department then decided to restrict the
availability of prazosin to "Hospital Board Specialist®
only.

' Professor McQueen thought that some action should

be taken to ersure that investigators be made aware
that adverse drug reactioin should be reported immediz

and not wher results of trials are collated,
Meny investigators are not aware of this 33"1:

. ard it was agreed that the Standing Committ

]
|
|
i

Therapeutic Trials should advise the I
requirements in this regard and it

A9

in the reprint of the Department's
Drug Distribution Booklet.

It was agreed tpa gsoT W@géie
investigators of t0y vz Lo A Q%%% 3
reactions an T 2

3
¢ made in the naxt

tric Regulations

Dr Pauvl advised that these regulations had becn
under consideration for a long time. The Regulations
would require the .otification of all foetal
abnormalities on a standard form which would onable

follow up action to be taken.

The form was discuessed and although it was
considered desirable that more informawvion could be
incorporated, especially with relation to "at¢ risk"
drugs, it was agreed that this would probably cause
further delay. This precluded inclusion in the

present form, ‘“he information could be obbained on

follow upe.



| A\

10,

{£4) Tricyvclic Antidepressants and Adrenalin

Professor Macalister referrved to the wide usage
of tricyclic antidepressants in the treatment of
enuresic. He was concerned that many dentists and
dentel nurses might not he aware of the possible
irteraction of these drugs with adrenaline and
noradrenaline,

(iii) Bulleting

Tt was requested that Bulletins be addressed to
*"Medical and Dental Practitioners"” instead of
uMedical Practitioners snd Dentists" and this wa=

agreed. <:::j
DATE OF NEXT MEETING %
The next meeting was sebt for 10.30 a.m. onch v

17 September 1975, (morning tea will be sef- d

The meeting closed at 1.45 Dele §<§> <;<§>
A\g

\:tgggﬂﬁiirmau)

s - sarrae




MINUTES OF THE 14th MEETING OF THE DRUG A

140/25/1

SSMENT

ADVIGORY COULNATLEE HALD ON WEDH

wOGH 19%5,

TN THE BULRD ~OOM /ot FLOCR, MACARTHY T

TUSA BUILDING,

TAMBTCN (Us

vY, wenlLInoICHN AT .00 4.0,

“PRESENT: Dr D.A.
S ael= ot

DI‘ P_- II‘UIQ
Dr G.F.

o .

IN ATTENDANCE:

Mr M.Jd.
Dr K.H.
Dr J.5.

Andrews

Moller
Shanks

Mrs E.C. McKenzie (Secretary)

Bennoson
Goh
Philiips

(Chairman)
Professor P.B. Herdson
Oor M. Kingsford

Miss 8. Porter
Mr I. Witty

POLOGIES : : ;§;>
professor T.V. O'Donnell CEED

Dr G. EKellaway

1. INTRODUGTICN:

The Chairman opened the mestipg an
the new Principal Medical Oificer and oh, A
Pharmacologist appointed to = nt.%

2. DATE OF NEXT MEETING:
The next meefd e O ddnesday, 16 July 1975.
3,  MINUTES: S§>9

meeting, having been circulated,

_ PTERS AHOSINGPROM THE MINUTES:
CQ) (a%ﬁ@§%ﬁg§§;%%ractolol)
B - .

i hairman outlined the events which had occurred
since the last meeting.

An increasing numoer of adverse reacticns had been reported
including some considered irraversible. The Pharmecology and
Therapeubtics Advisory Committee decided at its December 1974
meeting to restrict practolel to Hospital Board Spscialist
availability. A% a later dabe Professor Mchueen sought the
opinion of all members of the Committee on Adverse Drug
Reactions and they unanimously recommended vhat furthex
restriction was necessary. After discussions- with the Department

-

the manufecturer initiated a recall to retail level and the

)

H




- 2

Department decided to delete practolol from the Drug Tariff as
frem 1 April 1975. The drug will, however, still be available.
from hospital pharmacies to the small number of patients who
requirs it, ond application for free supplies may be granted
under Section 99. ) )

hout the possibility of general

The Depar.ment ig concernsed
ent and vhe Comnititee agreed that

practitioners initiating treatmen
this should be discouraged.

&
i
L

New Zecland is the Tirst country to tgke definite action %o
restrict availability, The firm, I.C.U. (¥.2.) Limited, hes
been exitremely co-opersiive throvghout the whtle proceedings. i
(p) HMinipress (Przzosin)

rmittee has reviewed lMinipress on three Occ:siog%;iggg::>

This Co
and at the last meeting racommended that general distribu
be permitied.

availability as requested. The last meeting

and Theraypeutics Advisory Commitlee recommende
retail pharmecy withoult restriction.

The amendmenst o 2L LR t p
svage tThen Dr Hallwrisgh - alist

adv

adviged that many of
drug axnd he Thougny

trict the availabilisy of
alists only.

1 regquired by this Committec on the
need o be reconsidered by the Pharmacology
rizory Coumittee.

con reaffirmed thov the original decision tn
ithin the Deparitment i.as incorrech and he was
ct of the multi-centre trial snd of the Tirm,
(¢) Hiper
o - . -~ - . . T . )
The Chsirman advised of a meeting with princinals 01 uwie
. - - K 2 ER
company and they Gid not disagrec with the siatement that the
data providsd was "too good" ond they have zgreed 0 conducy
bicavallebility vesting in Hew Zealcund.
There was discussion on the attitude that should be taken
when Faked daba is suspected and it was fell thad in such cases
the cradibility of the company must alweys bs in doubt.




(d) Sequilar

The Firm has asked the Commitiee for a definition of "ethnic
groups relevant 1o New Zealand".

Discussioa followed and it was agreed thet trials carried
out in Commonwealth countries and the U.S.A., were preferable as
meumbers were concerned at theilr lack of knowledge of the trielis
4n non—Srglish speaking couniries. The Committee considered tha
e original criticism wag an unreasgonable one in this case,

ia1though there 1s some evidence of clonzl differences betwesn
ome races.

T+ was agreed that gome cases were studied for only a
hort length of %ime and in respect of oral contraceptives longey
wrm cohort stvdies produce more meaningful resulis. (

The Committer decided to rescommend that the Ministercof
Jealth consent to the distribution in Vew Zealand of ¥
uwbiect to the provisica of ..tisfactory qualifw coz

4 l;

e) Medicines Bill

The firm is to be nsked if they have not%§<§>

n drue responses in various ethnic gro
The Deparimenial Draft of T be digtri-

uted in the near future and @ be yprovided Tor
ambers., Tire will be mad v ; & =t meeving fox

liscussion of the dr?f?j

paper ﬁﬁ
5 2 W The Departnent will a
to the next meeting.

2 and it was agreed to defer
1s0 prepare

-t

b fmittee decided to confirm their originsl decigion 10
decline this drug due o the lack of clinical supporving dava,
dack of comparison with appropriute drugs, insdeguate nunbers of
clinical trials in countries ovher than sustria and Germeny snd
inadequate quality control data.

The Commitiee will consider the further deta gubnitted and
any new pepers which may be submitted at the July aeebing.

v

|




% A

There was discussion or the Committee's res
respect of the need for ceritain drugs when there
similar drugs on the market already.

Members felt that they were concerned with the
| efficacy of drugs and should not be concerned with '
factors. Any other attitude would be rolitieally un o5

gome firms are submitting applications prematurel
Committee is particularly careful in assessing drugs +
not been accepted elsevhere, but does not want any suc
to ve delayed before they ere referred to them.

It-was agreed that the Department discuss the
submissions not supported by sufficient data with the P
Manufacturers' Association. i

() Nebein

th

The Committee decided 1o recommend that
Health consent to the distiibution in New Zea
subject to the firm agreeing to refrain fr
it be restricited to hospital specialistao:
especaally on nephrotoxicity and cich
adverse reactions he reported by
cortrol data be provided.

v auelity |

Possibility of
ngers of superin-

The firw s to be asl
Hebein destroying hact
fections in vne bowe

.

The C© i, ssed cn at the over-use of antibioiics
in general 7nd SXAT action of clindemycin and. .
lincomyci _

s e 5 ; : S
ab2 on long term clinicel studies, particularly with
regard Fo immunological abnormelities, reporting of adverse drug
reactlons and satigfactory ¢uality control data. e

. s - = = 2 , ‘;E'
The firm is to be complimented on the good presentafmognﬁiﬁi
The submissicn and advised tiat pre-clinical animal and toxicoloty
data were satisfactory.




(b) Sotacor

The Comnmittee decided to defer this drug pending re
of further data on long term clinical studies, particularly
with regard to immunological side effects, repvorting of
drug reactions and satisfactory quality control data.

The firm is to be complimented on the good presentation
of the submigsion snd advised that pre-clinical animal and
' %oxicology date were satisfactery.

The firm is to bz asled for further informetion on the
incidenne of adeno-carcinoma in the pituitaxry gland of Beugles.

{e¢) Pcaoquil

The Committee decided to recommend that the Minister o

Health consent to the digtribution in llew Zealard of thig
_subject tc the vrovision of gatisfactory quality contpsd

(@) ZPharmaton

. He~lth decline consent to the distributies
-~ this drug due to the lack of svidenc
inadequate quality comirol date and 1
with the reguirements of % -

(e) Androcur

the Commit
Heelth decli
thie drug du

o6 ¢

ical dota, pre-clirical

L this subrigsion was poorly
2l referencesg ars submitvied,

ormmittee decided to recommend that the Hinister o
vy &

Health consent o the digtribution in New Zealsnd cof th G.0g
_subject 4> the provision of satisfactory quality control data.




{g) Pro-Diaban

The Committee decided to defer this drug due
insuffisien’ evidence of long term efficacy, lack o
with other gzimilar drugs, uasatisfactory gquelitiy coh
and lack of ccmment oxn the possibility of myocardial

5 S

The firm is to be advised that this submission wa
presented, the indexing was inadequate, data were repe:
and meaningloss, e.g. reporte ¢f one doctor with only on
patient, and that better correlssion of data is required

The pre-clinical animal anu boxicology data were
gatisfactory.

The Committee doclde. to recorinend
Healtk congent to the distribution in I
drug zubject to the »rovigion of sgid

s

and cuality conmtrol dave, provide
limited t0 specialig® uge culy
for asgsessment at the Novembex

she firm is
he lack of long
2 on hepatic

to be adviged of
Yerm rtudisg and
and renal voxked

15d o recommend that the Minister of
istribution in Fer Zesland of this dmg

i er this drug until further
infermstion (as already regussted), satisfacliory bloavallabl Lity
and gualiily control data are provided

The Cormiiiee decided %o defer this drug until data on
long term clinical trials carried out in more coun?r}?sa Long
term hepeto-toricity data, testing for chronmic toxlelyy,
more informstion on blood level studies, paediatric slae
effecis, sebisfachory bioavailsbility and queliby control
deba asre providsd,

ofeccor ferdson uoadertook 0 encuire dbout the incidence
s in vituitary glands of Beagles.

@

TR
2
1




(1) Cornkil

e

The Committee decided to0 recommend that the bt
Heaith consent to the distribution in New Zezland ©
drug. '

Members were adviged that in the case of all new, changed
and Drug Tariff applications "IO and Few Zeeland Adverse

‘7. CHANGED DRUGS

‘a) Cystex

celf trestment of puueitially serinus conditions and that
this should be discourzged.
The Committee decided to defer ithis dTvg pen&igij@

"0

of comparative studies an satigfactory qualisy ep

The Department is o review ali over-

promoted for the treatment 0F urinary s (igd% C;ch
The Chaarman advised that the ioin g%%i&l oeg

not include provision for a Polsegg Tittee Y it ey
be appropriate eventually £oj umibff§§§> al with the

scheduling of acugs.

8. GENERAT

(a) "Stand-inﬂ‘ﬁéﬂ<% S
T~

n'" members bhe nominated 1T a

97 gtch a person should be muvvally
Tficieat time to become familiar
idereu.

: whirmen advised that minvites of the meetings o the

- sAustralSsn Drug Bvalvation Committee are received routinely by
the Depariment and asked if wembers thought bthat the format

of our minuses spovld be along the lines of the fugtralian
minuteg.

Members stated that the current minutes were sufficient,
Members asked that when deferred or declined druge are
resupmitied the roason for deferral or declining be included
in the summary.

Drug Reaction Reports are now chacked routinely for informetion.

liembers stated that tThey were against gelf diagnosis and <§§§>




¥,

8.

(~) Cabinet Svb-committee .on Efficiency
Report on Pharmaceutical Services

This report, carried out by a private company, h:
compieted, but not published yet. ' %

The report looked at cost, overall administration
efficiency, and although favourable, it was very superfici
glossing over any problem areas which are controversial’, *
where improvements or savings could be made, and theref
report was disappointing. ' ’

A copy of the report,when publi
committee members.

(d) Ferrum d.

The firm has been asked %o comment on the lask
in three patients, and to provide proof of effi
statistics of usage. All three cases have occ
aowever, it may be occurring in other centpss
recogrnised or reported. ’\

it was agreed that informal en
Herdson in Auckland, Dr Moller i K
in Wellington and VWaikato. o

{(e) Progylisca

The Comuitteery h
nation during prep nd ti

nneetion between oestrogenic
sufficient.

Qv INve use dveing pregnancy should also
statement on page 1 "Progyluton is not a

§-Tegarding thrombosis should be amended %o
ontra-indication.

-
i

rregnancy Teste and Birth Defects

Two hormonal pregnancy lests are currently availavle on *he
New Zealand merkes. Reports have been received Irom oversess that
virth defects hsve cccurred when hormonsl pregnancy tesvs have
been taken in early pvegnancy.

The Committee were of the opinion that these TDreparatiocng
should ve withdrawn from the markey. '

Y



9.

-

@%ﬁgbén%al'and Dermatology Departmental Consultant Advisors

Lt is hoped that these will be appointed shortly and members
e advised of the appointees. '

“'The acid "rebound" effect of zalcium carbonate has been
established for many years and the Committee pgreed that h

Sopertmont should handle tnis application. @ |

D, Phase 1 Clinical ‘trials

The Chairman advised thatb Phase I Clinical
od out in the near fubture by DLr BN, B3

.. These wovld be the first Phase 1
48 out in New Zealand and are un

The gquestion of fuvure

gbility of existing dEMg TuZsS

It was

I ————
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’ Tile Ref: 140/2

MIKUTES OF THE PIPTIENTH MEETING OF THE DRUG ASSESMENT

ADVISORY COMHITTES HELD o WEDNESDAY 16 JULY 1975 TN THE

PoiRD ROOM, 71H FLOOR, MACARTHY TRUST BUILDING,WBLLINGTON
B AT 10.0C A.M.

PRESZHT ¢ Dr D.A. Andrews (Chairman)
Prof. P.B. Herdson ;
'  Dr G.S.M. Kellaway
Dr M. Kingsford :
Dr D, Macintosh
Dr P.¥W, Moller
Ppats EV- 0!Donnell

Dr G.TF. Shanks _
Mrs E.C. McKenzie (Secretary)

IN ATTENDANCE:

Me M,J. Bennoson
D K.H. Goh _

Mr R.C. Griffith ,

Dr J.S5. Fhillips

Miss S. Porter :
T At Scott :

" M T.A. WitEY
1.  INTRODUCTION . (§>

The Chairman opened’ the meey
Professor 0'Donnell who haod bhee
of Health to replace Profes‘\
Dr Facintosh wao had neen
of New Zealand 1O take\X
Commitsee, Dr ScOBRT

pertment

nevCommititee,

1 Association

cr'g place on the
of the Division

] ed he daily fee for members has -
k350050 $45.00. A gubmission by the
wer drug to pe increased from $2.00
Preasury shortly.
] TING '
il
will be held on Yednesday 26 November 1975.

Thevnext meelting
The #irst -meeting for 1976 will be held on 17 March.
t it was nécessarj to
fyom 5 Lo 4. It was
% for the time

Members were asked if they fel
ipcrease the number of meetings per year
agreed that the aumber of meetings remain av

heing. ;

%,  KINU
The minutes of the 14th meeting, having been circulated,

were baken as read, and confirmed.




MATTERS ARISING FROM THE MINUTES

Terrum H.
w‘-""—""—‘

The Chairman advised that the possible solution for the
ack of response to this drug was that the needles used were
oo short and some of the iron was being injected into fatty
iggue. The firm has advieed that they have increased the
ize of the needles from 1 inch to 2 inches.

; Ferrum H is used infrequently because of the doubts of
its effectiveness. Its total use is low.

(b) Drug Monitoring

Medicines Bill

It wasg 'agreed that these two items be considered at the
end of the meeting if time permitted.

Survey of Over—the-Counter Products Promoted for the
Treatment oF Lrinary Symptoms

The Department feels thab the labelling of urdfaz
~antiseptice is misleading in some cases and 1,4
~followed UD. Another solution to the prodl
scheduling of urinary tract infections in dhe
Tood and Drug Act 1969. %
10

The gquestion of whether a ies
products is to be carried ouyg

advised that this was not pass
carried out by the D'epar
ce » them is applicable
oycts, these will be

(A

group. The U.S.A. an J

products and if infornhs
to New Zealand oV :
followed up. <§>
qg:p _
respopis NN v to safety of over-the-counter
tAons ip, ¢o «&ion with misleading labelling.
: ei’ ic &

e ol \e last meeting this drug has been scheduled a
Prescription Poison by the Poisons Committee. This drug was
originally referred to the Committee at the request of one

‘of the members, in particuler for assessment of its efficacy.
“Oonsent to distribution was recommended subject to the i

provision of satisfactory animal toxicology end teratology }
|
|




The firm has advised that these data are not avai
due to tHe length of time the drug has been available Z
market overseas. ‘ i

n

The Commitiee agreed that the animal toxicology and

teratology data were not required and decided 4o recommend
that the iinister of Health consent to the digtribution in
New Zealand of the new therapsutic drvg Ficalex.: .

(f) Minipress (Frazosin)

This drug was considered at the last Pharmacology and
Therapeutics Advisory Committee and the action taken by the
Depariment to resitrict .availability to Hospital Board
Specialists only was approved by them.

(z) Forronal Fresnoncy Tests snd Births Defectis
&5

The two hormonal nregnancy tests available in New
Zeeland were withdrawn from the market as from 1

Fficiency in tng,§§§ﬁ :
BB R

(h) Cabine: Subcommittee ox
- RewQri on rhermaceuvicsa

(i
et

rvices

P ot )

The Chairman advised that taree
progress on the recomnendations m
Pervices Commission. Computer pyri
high on the list of departme 3

oY PR R L e N b

study of world-wide tend recommended

but not received with ions are being

nade by interested maceutical ,
ManuTacturers Asso > method of payments ! i
to vharmacists .3 by the DSIR Applied i
Methematics &Ke ! .,

oxicology testing of new drugs
There is howsver, no organisation

wss gt

to carry this out at the present time ¥

such testing should either be docne : R

At the present time it is impracticable |- =

timately dssirable. | g

el and Dermatolocy Departmental Consultant Advisers §

Dr R. Parks has been appointed Dermatclogy Adviser and
Mr D.B. Adams has been appointed Dental Adviser. s e

(j) Cysts in Pituitary Glsnds in Beazles -

Professor Herdson tabled a paper showing thgb the normal - ..
incidence of cysts in pituitary glands of heagles i high. ;

v

4 e e ey
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DEFERRED DRUGS

Mynah

The Commivtee decided to recommend that the Minister
cof Health consgent to the distribution in New Zealand of the
snew therapeutic drug, FHynzah, subject to the provision of

“(a) Iriagure

, |
‘of Health consent to the distribution in New Zealand of the

new therapeutic drug Triazure sulbject to the labelling

‘being amended to emphasis fthe drug's teratology, that

The Committee decided to recommend that the Minister

-pregnancy and the pogsibility of pregnancy should be
ontraindications, that the drug should not be use
children at all, that availability should be rest G o] gi

‘dermatologists, that advserse drug reaction
asers and that satisfactory guality con

.8 ro ria (A= S’OECialiS (] i.e. y _r'hevma tolog is 6
PP o 4 1]
Qﬁ a

orte
e 03 ke
.b .

The Committee also recommended
‘made available under section 9
gpecialists.

(b) Berotec

the WMinigter
Zealand of the

ed to recommend thatv the Minister |
the distribution in New Zealand of the
ug Ipradol.

.t

The firm has advised that it considers long-term studie
angerous as serum sickness occurs after 10-12 days of '
eatment.

The Committee decided to defer this drug pending receipt
L more information on the, U.S.A. acceviance, more information L
N Serum sickness, e.g., the Firm's deTinition of serum
Iness and its incidence; further data on nephroloxicity
ﬁguma;s and the provision of satigfactory quality conirol




7. NEY DRUGS

(a) Loxapal

dhe Committee decided if the indications for LoXapac

are %0 incliude anxiety and neurosis, to defer this drug

snding receipt of long-term studies for these indica%ions
and the provision of satisfactory gquality control data.

However, if the ipdications are to be limited, the
committee decided to recommend that the Minister of Health
consent to the digtribution in New 7ealand of the new
therapeutic drug Toxapac subject to the removal of all
references O all indications ezcept "the treatment of
schizophrenia and psychotic states associated with organic
brain syncéromes OF mental retardation”, and the provision
of .satisfactory quelity control data. )

satisfactory data on quality consrol and hio-ave

(p) Dantrium
The Committvee decided to defer this drug pending
of further information oOn long~term cardiac effec ?%zii
RN
g

further information on the difference belweeRIE]

2
g ; y R
upper and lower imbs, further data on gildg~ey 8, e,
aryythmias, anti-~nuciear factox, and + €c.ty€§<§>

hding recelipt

(c) Paxlodel ‘
The Commitiee decided

of Turther clinizal dut poslaliy ) mihibi £
lactation, further da 1§L incd enous thrombosis,

and the provision 03
4n info w23,

tobe made to the firm to
r Zealand. its use with
was noted with interest.

_ i,k ccided to recommend that the Minister of
Tea 1 \declige congent to the distribution in New zealand of
erapeutic drug Depramine due 10 the lack of -
Yoo bio-availability studiss and bio—equivalence data

snd unsatisfactory gquality control data.

(e} Clindril )

The Committee decided o defer this drug pending receip?t
of comparative studies with ancther anti~inflemratory, €.8e
indorethacin, particularly in regard to the incidence of
side-effects in long-term atudies, and the provision of
gsatisfactory quality control datz.

The firm is to be adviged that the pre»clinical data were

gatisfactory.

= e T— e



The Committee decided to recommend that the Minister
of Health consent to the distributicn in New Zeadland of the
new therapeutic drug Pexid subject to the provigion of
satisfactory quality control data, that advertising be
limited and include a warning on possible hepatic toxicity
in long-term use, that availability be restriciad +o
appropriate svecialists, that its use be monitored closely
and reports ke submitted to the Commitiee. In particular
the Committee weuld like more data concerning the
pharmacokinetics of the drug and also concerning the origin
of reised enzZyme values,

The firm is to be advised that the submission was well
presented and that the pre-clinical data were satisfactory.

The Committee agreed that 1f they recommended a drug for
specialisv use only then it is avrpropriate that the Department
decline applications from general practitionsrs under

The Committee decided to defer this drug pes
of further information on the histological stag
hes been administered in Hodgkin's disease,
-histological data on the treatment of o
. Justification for use of the solvent an
satisfactory quality control data.(:::>

(h) Duranest

‘ The Committee decid
Health consent to the ealand of the new

provigion of

'Ciézéb recomnmend that the Minisiter of

therapeutic drug Dur
-satisfactory quﬁi?%§>
the distribution in New Zealand « °
g Madeopar due o the lack of conmparative
: etl, uwnsatisfactory quality contzol data, lack
ZAAvoRiclity studies, and the lack of data on calcium
etabolism,

) Amikin

. The Committee decided to. recommend +that the Minister of

- Health consent +to the distridbution in New Zealand oF Hhe new
Tepeutic drug Amikin subject to the firm agréeing to refrain

om advertising, that availability be restricted 4o hospital |

peclalists only,# that on-gaing dabs especially con '

Phrotoricity and ototoxicity be provided, that adverse

2ctions he reported by users and that satisfactory guality

control data be provided. ' :

section 99, : : ' -
(g) VI26-Sendoz S C€;§§>§;>




(x) Sectral

The Committee decided t0 defer this drug pending receipt
of further data on anti-nuclear factor, long-term clinical
studies particularly with regard to immunological side-effects
and adsguate documentation of safety, further toxicity data
and the provision of satisfactory gquality control data.

There was discusslon on +he fujure general policy on
B— blockers btalking practolol into account. It was agreed
that general guidelines be suggested by members for
consideravion at the next meeting.

(1) Prostin 7ol

The Commitiee decided Ho recommend that t}
Health consent to the distripution in New Zegx
therapevutic drug Frostin T2l subject vo Ti
restrict advertising, that availabili
gppropriate specialists and the prov

guality control data.
8.  GINDRAL

(a) Aldactone

& was supplied velunbarily -

L

ofs not consider that any

ce® however it will be considered
Mug Reactions at their next

The infor
by the Lirm
achbion isT

fee expressed concern at the lack of progress
establishment of laboratory facilities for sterility
‘he bio-assay of antibiorics and biological testing.
The Chairman advised that it was 2 years since the first
meeting was held between the DIIR, N.H.I, and the Department
on this matter. The deley has besen vnforiunate but a
bactgriologist has now peen appointed at N.H2.I. to initiatc
such testing. Although the bio-assay of antibiotics and also
the testing of vaccines yill eveatually be included in the
programne; the sterility testing of large volume I.V. solutions
must have the highest priority,

(¢) Rauwolfig

The information provided was considered and no comment

was nmade.




(d) Crescormin

The Swedish firm of Kabi has approached the Depariment
to investigate the possibility of obtaining human pituitary
glands in Ney Zealand for processing and thus ensuring
continuity of supply to New Zealand. The Department has
been led to believe that processing might eventually take
place in fuckland Hospital.

Human pituitary glands are currently sent to U.S.A.
for processing and this is done very cheaply.
Professor Herdson advised that there is no shortage of human

pituitary glands from post-mortems in New Zealand and he
asked to be advised if the other proposals eventuate.
Professor Herdson expressed his opposition to any payma<$§§§>

the collection of humen pitultary glands.

(e) Systemic Absorbition of Clobetasol (Dermovat )<§>
| Q

This drug is absorbed in greater quan
similar steroid creams. The firm willQd

no more than 50 gm/week be used in
s received for the

. ¢children.
1 cases of allergic and ]
I

se a special intranasal
ready existing Aldecin

Tutrition

A paper setting out the Auvstralian Drug Evaluztion
Committee's action was tabled.

_ The Commitiee asked fthe Department tp obtain further
information for consideration at the next meeting. .

(h) Drug Cost — Drug Tariff

The #hairman advised that the period of supply in the
- Irug Tariff will be reduced from 7 days to 5 days in an
“attempt to reduce cosbs. This will come into effect on
‘1 Avgust 1975. '




1 o .

i
i

[0S

9.

An extensive survey both before and after 1 Augusf will
pe carried out to 28sess its effect and to discover if doctors
will find a loophole in the reduction of the period of supply.

the meebing closed at 5.08 p.m.







MINUTES OF THE 22ND MEETING OF THE DRUG ASSESSMENT ADVISORY
COMMITTEE HELD ON WEDNESDAY 30 NOVEMBER 1977 IN THE BOARD
ROOM, 7TH FLOOR, MACARTHY TRUST BUILDING, LAMBTON QUAY, -
WELL TNGTON COMMENCING AT 9.00 AM.

PRESENT:

Dr A.G. Scott (Chairman)
Professor P.B. Herdson

Professor L.B. Jellett

Professor G.S5.M. Kellaway

Dr M. Kingsford

Dr D. Macintosh

Professor T.V. O'Donnell

Dr G. Shanks

Miss L.G. Woolstencroft (Secretary)

IN ATTENDANCE:
Mrs M.S. Combly
Dr K.H. Goch '
Mr R.C. Griffith . A
Dr J.8. Phillips : <§>
Miss L. Stanaway '
Mr R.M. Trow .
Mr R. Withington ) <§>
There were no apologies.
el I riembers,
': eturned from

The chairman opened the me
especially Professor Hex
overseas.

1. DATES OF m@é\ MEET TGS}
o

The minutes of the 2lst meeting having been circulated, were
taken as-read and were confirmed subject to a few minor
typographical corrections being made.




2‘

MATTERS ARISING FROM THE MINUTES:

Intengified Adverse Drﬁq'Reaction Reporting Scheme

The chairman reported that at the recent Committee on
Adverse Drug Reactions'meeting it had been pointed out
that the Drug Assessment Advisory Committee would ke
interested to know about reactions and events being

Several members had already received by post a copy of a
review on the adverse eventg reported in the first six
months of the scheme. This information had been
circulated to all doctors in private practice along
with a sheet of "Intensified Monitoring" stickers for.
use-on patient records.

the review of these reports was presented. It was
~suggested that the presentation of the nuwber of
reported with individual products could lead

es

* at Mhis could bhe
g (Kh& \individual figures in
ternatively if the figures

as accepted that the

on do present individual figures,
e qualified by comment on their
warning of the dangers of wrong
: It was requested that the committee's
presented to the Medical Assessor of the
on Adverse Drug Reactions.

The members of the committee were pleased to hear that
general adverse drug reaction reporting had increased
by approximately 50% since the intensified adverse drug
reaction reporting scheme had come into effect. '

It was reported that Auckland Hospital had done a two
months survey on the numbers of patients having stopped
the use of a medicine on the scheme without giving any
reasons. .Out of 44 patients no longer receiving the
medicines, there were two possible and two definite
cases where adverse drug reactions had occurred and not
been reported. It had been decided to do a two month

3

There was considerable discussion on the form in which;;

%6. necessary
we-ko .report adverse

reported by doctors. A six monthly review was suggested.

unwarranted comparison of the safety of thes uets.
‘}..

A e SR



survey every six months and forward the information
Obtained to Professor McQueen. This would prOVide
some idea of the level and accuracy of the figures
received if the Auckland Hospital figures were
comparable with other hospitals.

The department advised that an intensified adverse drug
reaction reporting scheme card with a covering letter
had been sent to all retail pharmacists as, with the
marketing of Cimetidine and Labetalol, retail
pharmacies were now involved in the scheme.

The department also advised that following the request
made by the committee at its last meeting a further
circular was sent to hospital pharmacists~in-charge to
clarify the nurses' position and responsibility
regarding the scheme. :

requesting the association to provide the finance fo

It was understood that Professor G. McQueen had written
to the Pharmaceutical Manufacturers' Association 2; ]

‘half the salary of an assistant to work on the s
The committee supported this request. " At pr
P.M.A. are printing the pharmacist reportin
three times a year and will update the

It was reported that the association h

in supporting the scheme and promotd
members.

Tartrazine Hypersensitivi %§;>

The committee was infOrHEd i <§§;Es yet been

a1 and Research

Q- Sompany had advised the

: :1f$ \ semerican Food and Drug Administration
<:ija gquestes M thdrawal of the new drug application

o

Center, Denvel.

Depo Pro a

or DepoS{Rroverz. Tf +hig was not done by the company
hey h warned that the application would be

The committee reaffirmed its opinion that this product
is of value in New Zealand.

Urotrast

The department had had no reply from the manufacturer
regarding the regulatory history of Urotrast in Australia.

Other queries have also not been answered.




(5) Medicines Bill

The committee was advised that the Medicines Bill had
been deferred to the next Parliamentary Session.

(6) Mr S. Smith

It was reported that a letter had been sent to Mr Smith
following the previous meeting. The chairman read the -
letter received in reply. The committee agreed that

no further action should be taken.

4, DEFERRED MEDICINES:

(1) Benoral

o The committee felt that the further information provided
was insufficient and inadeguate to satisfy their querles
o 'regarding long term studies, therefore they decided t
defer consideration of this medicine until satisfac

data were supplied. é§§>

T : It was noted that the Australian Drug Eva1,~‘

i Committee had requested further informaksd

o efficacy or blood levels with Yegard
régimens based on twice daily or

e treatment. It was agreed that- b ompany
" asked to supply these data t g As
T Advisory Committee as t va
. ~ (2) Topisolone
I The committee reco at the Minister of
Health decl ribution in
o =) Toplsolone owing to the
use sproportlonate to its benefits.

ng quality control gueries.

ﬁmgnan ' ‘ E '
1)
The reaffirmed its decision to defer this

égiﬁér more data on long term usage. The quality
eries raised earlier had been resolved.

i bers strongly rejected the suggestlon by the firm that
the application to distribute Vivalan be considered on

e the basis that it be included in the intensified adverse
drug reaction reporting scheme. The scheme was not

‘“ - intended to supplant the requirement for long term
clinical trials. Information on these are still

o necessary and should be supplied with the application.
It was felt that there should have been sufficient usage

— ' in the United Kingdom to supply these data.
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(1)

NEW MEDICINES

Noristerat

The committee decided to defer consideration of this
medicine for further information on the frequency of
dosage required for efficacy, long term safety data

relating to a continuous use period of two years and
gquality control data.

While the packet insert refers to the duration of effect
as being 12 weeks, there is the suggestion elsewhere
that the medicine is effective for only up to eight
weeks. ' :

The. committee also requested that updated references

be supplied by the company since a number of references

in the application were very dated and unreliable. It
o

was noted in studies in*Peru that 50% of the women ha <§§;
digcontinued the medicine for "medical reasons" but.n é;

indication was given of what these reasons werek€§§>

Dolobid ' <§>

The committee decided to defer consid ré%i%g
lo

patients were on
was a great redugdt:
treatment.

Mew of the gastro intestinal side
ed in animals. There was a shortage
épatic and renal toxicity testing.

F cémment was required on the fine opacities
fou in the eyes of dogs. Further information is
alsd needed on some gquality control aspects.

Vaspid

The committee decided to defer consideration of this
medigine for further information on long term usage and
to support claims that there are no systemic effects or
local atrophy of the skin. The company should also be
asked if there are any published articles on the clinical
trials as it was felt that investigators would wish to
publish their findings on this interesting medicine.

L S,




(5) Depixol

The committee decided to recommend that the Minister of
Health decline consent to the distribution in

New Zealand of the new medicine Depixol.  Further data
on the pharmacokinetics in man, metabolism and quality
control of the medicine are required. Also necessary
is further information on long term usage and side
effects. Concern was expressed about the incidence of
extra pyramidal effects and depression resulting from
therapy.

‘The committee were of the opinion that this was a poor
application and they found it difficult to assess how
many long term patients had been involved.

L]

(6) Zaroxolyn

The committee decided to defer consideration of this

medicine for further information on bioavailabili

It is an insoluble substance with potential blO_-s
\‘

problems. Some guality control matters remad g
resclved. No further clinical studies are

Phasecon : Cﬁ<§>
The committee decided to reco <§§t Lhe of
Health decline consent to dis nd the
new medicine Phasecon. <é§§%

ong relative
lity control are
nvestigators should
Questions were

lntermenstrual bleeding
ssurance on possible fluid

required.
be prOV1de.

hat the company be reminded that data
ish were reguired. If Phasecon is
the articles presented in German should be

Flerone N ‘

The committee decided to recommend that the Minister oF
Health decline consent to the distribution in
New Zealand of the new medicine Florone.

Further data would be reguired on safety in long term
usage, comparative efficacy, side effects including
the ddnger of absorption and quality control.

il




- ; . .

The members considered the application to be very badly
compiled and presented. It was impossible to follow
the cross references and the summaries were inadequate.
It was requested that the company be told of the.
committee's opinion of the presentation and the

R difficulty experienced in evaluating this medicine.

(9) Seatone

The committee decided to recommend that the Minister of
Health decline consent to distribute in New Zealand the
new medicine Seatone. :

Insufficient information was provided on all aspects.

The information that was provided was considered
contradictory and unimpressive. It was noted that some
patients were reported as actually deteriorating whili§§§>

under therapy.
(10) Information Submitted on Medicines Deferred <§S§;§§;>

committee again. In orde
agreed to return all the

before the commi 82§;>
If members wish| \Bo -retal ally, any information
; this cambéregeste é%f%geir behalf, from the company.
6. cW&mx@ ' :
AN\
o S e | |
SN “
a) @®re rual Tension .and Menstrual Disorders

ealth decline consent to distribute the medicine
Parlodel for the new inditations of pre-menstrual
v - tension and menstrual disorders. It was felt that
these disorders were not serious enough to warrant
the high risk of side effects especially if
. conception occurred during or following treatment.

eié;> committee recommended that the Minister of

(b) Parkinsonism

. Although it was felt that the efficacy of Parlodel
—_— : on its own was not established for this indication
: and the side effects were troublesome, the
committee decided that for patients failing on
other available -medicines, the use of bromocriptine
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was justified in spite of the risk of associated
side effects.

The committee therefore recommended that the
Minister of Health consent to the distribution

in New Zealand of Parlodel for the new indication
Parkinsonism subject to its restriction to use by
neurologists only. '

The company's advice on the bicavailability of the
10 mg capsule should be sought. :

(c) The committee approved the precautions recommended

by the company as a result of the findings of
malignant uterine tumours in rats.

It was proposed that a Clinical Services. Letter be written

on the subject laying stress on the proposal that Parlode

be used only when other medicines have failed and when_th :
possible benefits to patient outweighed the associa

risks. Attention should be drawn to the gynaecoiwgh

precautions recommended. ; ¢

7.  GENERAL BUSINESS «
and,Wézgﬁigéé

(1) Oestrogen Therapy — Contra Indd

a Y Ao
a \5;»)
At the November 1876 meet nig

Following that
all companies

r the public on possible risks
such preparations and that it was up

ny to prove that the risks were not '
with their product.

géé;g be their duty to caution

ommittee therefore reaffirmed their original
decision regarding warnings regquired on products
containing oestrogens. It was suggested that some
firms may wish to preface the warning with the words
"Statistical evidence suggests that".




(2) Tegretel

Information regarding a two rat toxicity sfudy with
Tegretol (carbamazepine) was presented to the committee.

The committee received and noted the data but no action
was considered necessary at this time.

i
vE
=

5
—

(3) Dr Moller's visit to the Food and Drug Administration —

Dr Moller's report was recéived with interest and —
menbers looked forward to hearing further from Dr Moller
upon his return. , -

(4) Epilinm N ; T
The committee decided to defer consideration of -
derestricting Epilim until June 1978. This product

will be considered by the Pharmacology and Therapeuti

Advisory Committee in the interim with regards
availability as a pharmaceutical benefit. Ci§§§>

-(5) Clofibrate ' !%
'A paper from I.C.I. (N.Z.) Limited reéggxdin C%%§§§;> B,
S - |
wag)'de

carcinogenicity reports on Clofi
by another company was disc emed -
to be necessary at this time

(6) Committee on Safety eg\

{a) Oral Con 'g>

4 The committee agreed that
\on oral contraceptives should
xing on the increased rigk of
blemd in smokers especially in the

<&
Kii;} groups.
onal Pregnancy Tests
o
A letter recently received from the Committee on
i Safety of Medicines on the association of hormonal

pregnancy tests with congenital abnormalities was
tabled.

This subject had been discussed at the March 1975
meeting and as a result the two hormonal pregnancy
tests available in New Zealand were withdrawn from
the market as from 1 June 1975. No further action
is therefore necessary.




P

10.

(7) Cefoxitin
A letter received from Dr P.J. Little regarding the
availability of Cefoxitin in New Zealand was placed
before the committee for their information.

Cefoxitin is expected to come before the committee a
the February 1978 meeting. :

(8) Salbutamol
A special report received from Allen & Hanburys Limited
on the occurrence of leiomyomata following long term
administration of salbutamol sulphate to rats had

been distributed to members for their information.
Wo action was considered necessary alt this stage.

The chairman closed the meeting at 4.00 p.m. having thank (:::)
the members for their attendance and wished them the

compliments of the season.

N
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