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29 OCTOBER 2009

All Medical Clinics

MOH CIRCULAR 105/2009
INFLUENZA A/H1N1 (2009) VACCINES UPDATES

The H1N1 vaccines are expected to arrive in batches from the first week of
November 2009. Due to the unprecedented global demand for the H1N1 vaccines,
there will be a delay with the delivery of the H1N1 vaccines from Glaxo-SmithKline
(GSK). Nevertheless, MOH has managed to secure an alternate source of H1N1
vaccine from CSL Limited (Australia). This will not affect the present roll-out of the
H1N1 vaccination plans. HSA has approved both the CSL and GSK H1N1
vaccines for use in adults 18 years and above only, pending more data on children.
MOH's Expert Committee on Immunisation also recommends that only pregnant
women in the second and third trimesters be vaccinated.

Types of vaccines available

2. For the initial batch of vaccines, MOH will be offering only CSL vaccines as
they are expected to arrive earlier. As this is an unadjuvanted vaccine, it offers
ease of administration without the need for prior mixing of both the antigen and
adjuvant. Only one dose is sufficient. The initial batch will come in multi-dose vials
but single prefilled syringes are expected to arrive in subsequent batches by mid-
November 2009. Please refer to the table below for the details of the CSL vaccine.

Vaccine Panvax ®, CSL

Composition Non-adjuvanted

Dosing Single dose

requirement

Constitution Single multi-dose vial of 5 mls. Each vial contains sufficient

volume for 10 doses. Each dose will equal to 0.5mls.

Single dose in a prefilled syringe (available by mid-November

2009)

Packaging 10 vials per box

1 prefilled syringe per box

Administration | Each vial of 10 doses must be used within 24 hours. Any
remaining unused vaccine must be discarded after 24hrs.

Side-effects Similar to seasonal flu vaccines

Cost of vaccine | $17.00 (inclusive of GST) per dose

Storage Panvax® H1N1 Vaccine should be stored, protected from light,
conditions at +2°C to +8°C. DO NOT FREEZE.

Expiry date Varies with different batches

Order and Payment




3. All registered clinics may wish to place order of the HIN1 vaccines via the
MOH-appointed distributor, Zuellig Pharma from today. Order can be made using
the form attached as Annex A and faxed to 1800-546-9088.

4. Due to limited quantity of supply from the initial batch, priority of allocation
will be accorded to Polyclinics and Pandemic Preparedness Clinics (PPC) in the
first instance. However all GP clinics including non-PPCs, may wish to make their
order as early as possible. Delivery of vaccines will be rolled out according to this
prioritisation scheme and the timing of order placement. Nonetheless, prioritisation
order for PPC will end on 15 November 2009, after which allocation of order will
be the same for both PPC and non-PPC. Clinics may wish to pre-register their
patients who are interested to be vaccinated. Billing and payment would be
conducted directly between the clinics and Zuellig Pharma.

Terms and Conditions

5. Vaccines purchased from MOH-appointed distributor are not to be exported
or put up for resale to third parties. There will be no return or refund policy for
unused vaccines purchased.

6. Clinics are to adhere to proper handling, storage and infection control
measures as stated in the vaccine administration instructions that will accompany
vaccines. The medication guide (Annex B) is for your patient’s information and
education.

7. Clinics are to notify the relevant authorities for each vaccination given and
adverse events encountered. Please refer to the samples of forms in Annex C
and Annex D respectively. A sample of H1N1 vaccination card to be given to
patient is also attached in Annex E. The hard copies of these materials will be
supplied together with the vaccines.

8. Clinics are allowed to set their own pricing for your patients and clients. For
your information, Polyclinics will cap the price at $30.00.

9. For further clarification of this circular, please email us at
moh info@moh.gov.sg

PROF K SATKU
DIRECTOR OF MEDICAL SERVICES

cc CEOs, Singhealth and NHG Polyclinics
President, Singapore Medical Association
President, College of Family Physicians, Singapore
CEO, Health Promotion Board
CEO, Health Sciences Authority



Name of Organisation/Clinic:

ZUELLIG PHARMA

15 Changi North Way, #01-01, Singapore 498770
PANDEMIC VACCINE ORDER FORM

Customer Code:

Annex A

Please indicate if your clinic is a Pandemic Preparedness Clinic (PPC): Yes / No
(please circle)
Address:
Telephone: Fax:
Email: Contact Person:
For the supply of:
PRICE per MINIMUM QUANTITY
CODE DESCRIPTION box ORDER (number of
(before GST) QUANTITY boxes)
PANVAX H1NI Vaccine
998CSLO01 Multi-dose vials (10 doses/vial), $1,588.00 1 box
10 vials per box
PANVAX H1N1 Vaccine ,
998C5L.002 Single-dose prefilled syringe, $15.88 '\Tgtgizg
1syringe per box
Approved by:
Signature: Name:
Date: MCR No:

Please FAX completed form to Customer Service Fax: 1800-546-9088

All Goods sold are non-returnable

Allocation of vaccines will be on a first-come-first serve basis

The following surcharge is applicable for delivery of allocated vaccines:
o  Surcharge for urgent delivery (4 hours) @$30/order
o  Surcharge for Scheduled delivery outside office hours @$30/order
o Surcharge for urgent request for stock outside office hours @$200/order (Tel: 6548 1758 / 1759)
(NB: Office hours refers to 8.30am to 5.30pm Monday to Friday, exclude Saturday, Sunday & Public
Holidays)

ORDER ACKNOWLEDGEMENT (For Zuellig Pharma use)

Dear Customer,

iThank you for your order. Your order has been processed and we will inform you of the
iexpected delivery date.

Date:

iYour Order Number is:



Annex B

MEDICATION GUIDE FOR THE PANDEMIC (H1N1) 2009 INFLUENZA
VACCINE

This medication guide provides information about the Influenza A (H1N1-2009)
pandemic influenza vaccine, who should receive the vaccine, and the common
side effects to look out for.

The H1N1 vaccine has a similar safety profile as seasonal flu vaccine, which has
a good track record. So far, the HIN1 vaccine has not been associated with any
unexpected adverse events. The general consensus is that any such serious
adverse events would be rare. Monitoring on the efficacy and safety of the
vaccines is on-going.

Clinical trials in children are still ongoing. The health authorities will review the use
of the vaccine in children as soon as information on its efficacy and safety in
children is available.

What is the vaccine for? Who should receive the vaccine?
Getting the vaccination is an effective way to build immunity and protect yourself
against the H1N1 virus.

The new strain of Influenza A (H1N1), though known to be contagious, has not
been reported to cause severe iliness in the majority of patients infected by it.

However, individuals with underlying chronic conditions (e.g. diabetes, heart
diseases, kidney failure, lung diseases, neuromuscular disorders), low immunity
and pregnant women may be at a higher risk of complications like respiratory and
heart failure from pneumonia. If you belong to any of these high-risk groups, you
should consider getting the vaccination.

Who should not get the vaccine or should wait to receive one?

If you had a severe allergic reaction after a dose of seasonal influenza vaccine, or
are allergic to high protein food (like egg or chicken protein), please inform your
doctor, who will advise you if you should receive the vaccine.

You should have fully recovered from moderate or severe illnesses before
receiving the vaccine.

What should | tell my doctor before my vaccination?

You should inform your doctor if you:

= Have a fever or an infection. (If you have a fever or feeling unwell, you should
postpone your vaccination);

= Have received any vaccination (whether seasonal flu vaccine or any other
vaccine) before;

= Have been infected by H1N1 influenza virus before;

= Are allergic to any medicines or vaccines, or food (eg, high protein food like
egg or chicken protein);

= Have other illnesses;

= Are taking other medicines;

= Are pregnant.



Will | get immediate immunity after vaccination? How long will | be protected
for?

Immunity after vaccination varies from person to person, but you will generally
start producing the antibodies that provide protection after two weeks. It will
protect the majority of people for at least 6 months to a year. It is important to
remember that no vaccine provides 100% protection in every person vaccinated.

This vaccine only protects you against the H1N1 2009 influenza virus. You can
still be infected by other seasonal influenza viruses. Please discuss with your
doctor if you would also like to take your seasonal influenza vaccine.

What are the side effects of the vaccine?

The common side effects of influenza vaccinations such as the H1N1 vaccines
include pain, redness or swelling at the site of injection. These side effects usually
resolve in a few days.

Occasionally, vaccines may cause some other "generalised" side effects such as
fever, headache, muscle aches and pains, or a rash - these side effects may be
caused by the vaccine or may be symptoms of a coincidental illness (eg, viral
infection). Again, these side effects usually resolve in a few days. Some patients
may also experience febrile seizures (fever accompanied by fits).

Very rarely, vaccines may cause severe allergic reactions (or anaphylaxis).
Patients may feel severe anxiety, itchy skin rash, swelling of the lips and face or
difficulty in breathing. There have been reports overseas of a possible association
between influenza vaccinations and Guillain-Barré syndrome (GBS), a rare and
sometimes severe condition affecting the body’s nerves. However, the link with
vaccination (including with this vaccine) is not definite.

How can | relieve the discomfort of common side effects of vaccination such
as fever, pain and swelling?

For relief of fever and possible pain from the vaccination, you may wish to:

= Take paracetamol.

= Place a cold, wet cloth over the injection site for pain, redness, or swelling.

When do | know that a side effect is serious and | need to see a doctor?

Please see a doctor if you experience any of the following:

= The side effects persist for more than a few days.

= Your fever is high (>38°C) or persists for more than 48 hours (2 days) despite
taking paracetamol.

= You have fever accompanied by fits.

= You experience severe allergic reactions (or anaphylaxis) where you may feel
severe anxiety, itchy skin rash, swelling of the lips and face or difficulty in
breathing.

If you feel it is serious you may need to call an ambulance or go directly to a
hospital emergency department.

Where can | get more information?

You may call the Ministry of Health (MOH) Hotline at 1800-333 9999 should you
need more information on the pandemic vaccination and the side effects of the
vaccine.

For more information on the HIN1 pandemic and the H1N1 pandemic vaccine,
you can also visit the MOH website: http:/www.moh.gov.sg
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'We appraciate your continuwed collaboration in ensuring high coverage of H1MN1 immunisation In Simgapons.

Pleasa submit the completed notfications using the self-addressed envelope to
Mational Immumisation Registry, 3 Second Hospital Avanue, #0&6-00, Singapore 168937,
For enquiries on the form of Immunisation records pliease call: Tel 64353267/ 64353164 7 64353518,

For online notification go to www.hpp.moh.gov.sg

DO NOT FAX




Annex D

CONFIDENTIAL

VACCINE ADVERSE EVENT (VAE) REPORT

Vigilamce Eramch = Health Preducts Regulation Group = Hesdth fciences Autharity

PARTICULARS OF PATIENT

Hamee:

Identification na, /HRIC: Date of birthyfge: ________ Sex: []Male [ Female

Ethmbe greup: O Chinese Clindian O Malay O Eurasian O Others (Please specify):

I VACCINES ADMINISTERED RELATED TO ADVERSE EVENT

Suspected veccime (Brand name) BN 0. it and 3 ) pegter WU DWW given  Piace of vaccination

1.

2.

3. )

Other vaccines/medications given at the same time andfar up te 3 meonths before (please specify dates given):

Other relevant infermation e.g. medical history, pregnancy, allergies, rechallenge (it perfermed):

]]I DETAILED ADVERSE EVENT INFORMATION

[ Anaphylaxis [ Conwulsion [ Encephalitis/Ence phalopathy [ Guillain-Earré Syndrome

O Intussusception O Thrambeeytapenia [ Others® [Please specify):
E.g. abscess formation, paralysis, vasculitis.

*Non-panioos mactions need not be repovted 6.9 faver <390 myelgio. locel fmduration and pain
Please give details of the adverse event(s} incleding those listed above (please enclose relevamt lab resulis):

1. Omszet date (ddfmm/yy] of event: | | | | | | |

2. Da yeu cansider the svent ta be seriaus? O ¥es ke

¥. Hospitalisation follewing adverse evenl? O Yes [CHe

4. Treatment given? (Please specify):

5. Duteame: [ Aecovered {Date): O Mat yet mecewened
[ Fatal {Date of Death): (m ]

IV PARTICULARS OF REFORTING FERSON

Mg Professian:

Contact na: Hame and address of place of practice Stanature

Email address:

Date:

Please forward the completed form toc Wigilance Branch, Health Sciences Authority through

fax ne: 6478 9069,/6478 903 8. For amy enguires, please call tel: 5866 3538,/6866 3548,




VACCINE ADVERSE EVENT (VAE) REPORT

CONFIDENTIAL Vigitance Branch + Haalth Preducts Regulation Graup » Health Sciences Autharity

EXPLANATORY NOTES

CONFIDENTIALITY

Amy information related to the identities of the reporter and patient will be kept confidential.

H5A encourages the reparting of all suspected serious adverse events to vaccines. In particular, please report
the following:

Please do not be deterred from reporting because some details are not known, You may send the completed
reporting form (additional pages may be attachad if required) to:

Vigilance Branch

Health Products Regulation Group
Health Sciences Authority

11 Biopalis Way

#11-03 Helios

Singapore 138667

SUBMISSION OF FOLLOW-UP REPORTS

Please indicate that it is a fellow-up report. It is very impertant that fellow-up reports are identified
and linked to the sriginal report.

HOW TO REPORT

HSA ‘igilanoe Eranch = Health Products Requlation Greap * Health Sciences Authority
11 Biopahs Way #1103 Hebes Sirgapers 138567
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Annex E

Patient's Name: Address: H1N1 Vaccination Card
NRIC/Identification No.: Contact No.:
Date of Birth: Sex: Male/Female K

Vaccination Details

H1:.
WHAT TODO /

G e

DD MM YY | Brand Name | Batch No, | Dose Vaccine Place of
(ml) | Administered By | Vaccination

Name |Signature d
1st
Dose
2nd
Dose’
"Please refer to your doctor for more details on the dosing schedule if a second dose is recommended. ﬁr

MINISTRY OF HEALTH
If found, please retum this card to Health Promotien Beard (NIR) 3 Second Hospital Avenue, Singapore 168937

r 3
What you may expect What you can do to manage
after the vaccination the side effects
- Pain, redness or swelling at the Place a cold, wet cloth over the
injection site, injection site,
- Fever, headache, muscle aches. For adults, take Paracetamol every
4 to 6 hours. Do not exceed Need inf tion about
8 tablets (of 500mg) a day. ee t:‘”’:l': 1""“‘" on abou
These side effect A Children should be dosed based on ¢ vaccines
ese side eltects usually resolve In a f .
fow dys, tr;e\r We‘%“ffc"::““ S do;:té)r A Log on to www.moh.gov.sg
Y AL A e G ) or contact 1800-333-9999.

See a doctor if:

- the side effects persist or get worse.

- the fever is high (>38°C) or persists for more than 48 hours (2 days).

- the side effects worsen despite taking the above measures.

- you experience severe allergic reactions: feel anxious, itchy skin rash, swelling of the
lips and face, or have difficulty breathing.

- you have any other side effects bothering you.




