Ministry of Health and Family Welfare

Directorate General of Health Services

(Emergency Medical Relief)

Guidance on Pandemic Vaccination

1.
Introduction

A novel influenza A H1N1 virus, quite different from the circulating seasonal influenza viruses which got noticed in Mexico in April, 2009, spread fast across the globe during 2009-10. On 11th June, 2009, World Health Organization declared this a pandemic. It affected over 200 countries globally including India. 
One important prevention / mitigation strategy is vaccinating the at risk population with Pandemic Vaccine. Efforts are on to manufacture pandemic vaccine indigenously. The indigenous vaccine is undergoing clinical trials and expected to be available by May/ June 2010. Meanwhile Ministry of Health & FW, Government of India has imported 1.5 million doses of vaccine to vaccinate selected population among the high risk group. 

2.
Objectives
· To protect those most at risk of infection with pandemic influenza A H1N1 virus.
· To prioritize and vaccinate health care workers to ensure that the health facilities providing medical care / H1N1 care are able to continue its operations. 
3.
Target Population

In the first phase, the health care workers in the hospitals from Community Health Centre and above would be targeted. Subsequently remaining health workers and emergency service providers would be taken up. The State Nodal Officer would communicate the number of such health care workers to EMR division of DGHS, ministry of Health and Family Welfare.
4.
Pandemic vaccine 
PANENZA, the pandemic vaccine procured from M/s Sanofi Pasteur, France, is a split virus inactivated, non-adjuvanted monovalent vaccine against  pandemic Influenza.
4.1
The active ingredient: 

Split Influenza virus*, inactivated, containing antigen equivalent to: 

A/California/7/2009 (H1N1)v-like strain (NYMC X-179A) ..............15 micrograms** per 0.5 ml dose

* propagated in eggs 

** expressed in microgram haemagglutinin 

The other ingredients are: thiomersal (45 micrograms per 0.5 ml dose), sodium chloride, potassium chloride, disodium phosphate dihydrate, potassium dihydrogen phosphate, and water.
This vaccine complies with the WHO recommendation and EU decision for the pandemic. 
4.2
Presentation 

PANENZA is a suspension for injection in a multidose vial (10 doses of 0.5ml) - Pack of 10 vials. The suspension is a colourless liquid, clear to opalescent.

4.3
Vaccine administration:
One dose (0.5 ml) intra muscular [for the defined target group as defined in para 3 above]

4.3.1
Instructions for administration of the vaccine: 

· It is necessary to respect the good practices of asepsis at each step of handling. Before injection, the vaccine should be allowed to reach room temperature by gently swirling or cupping the vial between hands (for not more than 5 minutes).

· Shake the vial before each subsequent dose. 

· Use 0.5 ml AD syringe for vaccination each individual intramuscularly. 

· Though the vaccine can be used within 7 days after opening, it is preferred the open vials are used completely in the given session day with good micro-planning. This practice will not only avoid storage of partial used vaccine but also minimise the risk of AEFI due to programmatic errors and also reduce vaccine wastage. 
· To facilitate tracking and timely disposal of multi-dose vials, it is suggested that the date of opening be clearly written on the label. 
· Partially used multi-dose vials must be kept at the required temperature, i.e. between 2°C and 8°C (never place the product in a freezer).

· A partially used multi dose vial must be discarded immediately if: 

· Sterile dose withdrawal has not been fully observed. 

· There is any suspicion that the partially used vial has been contaminated. 

· There is visible evidence of contamination, such as change in appearance.
· The vaccine is not to be injected directly into any blood vessel. 
5.
Precautions 
5.1
Contraindication for administering PANENZA :
If a person  previously had a sudden life threatening allergic reaction (anaphylactic reaction) to any ingredient of PANENZA (as listed above) or to any of the substances that may be present in trace amounts such as egg and chicken protein, ovalbumin, neomycin, octoxinol-9, formaldehyde.  Signs of an allergic reaction may include itchy skin rash, shortness of breath and swelling of the face or tongue.  

5.2
Take special care with PANENZA:
If person being vaccinated had an allergic reaction, other than a life-threatening allergic reaction (anaphylactic reaction), to any ingredient contained in the vaccine, to thimersal, to egg, chicken protein, ovalbumin, neomycin, octoxinol-9, formaldehyde.
If a person to be vaccinated has a severe infection with a high temperature (over 380 C), vaccination needs to be postponed until the person has recovered.  A minor infection such as a cold should not be a problem. Doctor’s advice should be taken in case of any doubt. 
6.
Possible Adverse Effects:
As per the manufacturers information, like all medicines, PANENZA can cause adverse effects, although not everybody gets them.

Allergic reactions may occur following vaccination.  In rare cases it may lead to shock.  Doctors are aware of this possibility and need to have emergency treatment available for use in such cases.

The frequency of possible adverse events listed below is defined using the following convention (as stated by the manufacturer) :


Very common (affects more than 1 user in 10)

 
Common (affects 1 to 10 users in 100)


Uncommon (affects 1 to 10 users in 1,000)


Rare (affects 1 to 10 users in 10,000)


Very rare (affects less than 1 user in 10,000)

Not known (frequency cannot be estimated from the available data).

During a clinical study conducted in adults and elderly, the following side effects have been observed:
Very Common :
· Headache, muscular pain.

· Pain at the injection site.

Common :
· Feeling generally unwell, shivering, fever.

· At the injection site: redness, swelling.

These side effects usually disappeared without treatment within 1 to 3 days after onset.

The side effects listed below have occurred in the days or weeks after vaccination with vaccines given routinely every year to prevent flu.  These side effects may occur with PANENZA.

Very Rare side effects listed below have occurred in the days or weeks after vaccination with routine seasonal  influenza vaccine. These side effects may also occur with Panenza:
· Skin reactions that may spread throughout the body including itchiness of the skin (pruritus, urticaria), rash.

· Side effects related to the central nervous system :

· Pain located on the nerve route (neugalgia).

· Differences in the perception of touch, pain, heat and cold (paraesthesia).

· Convulsions associated with fever.

· Neurological disorders that may result in stiff neck, confusion, numbness, pain and weakness of the limbs, loss of balance, loss of reflexes, paralysis of part or all the body (encephalomyelitis, neuritis, Guillain- Barre Syndrome).
· Temporary reduction in the number of certain types of particles in the blood called platelets; a low number of these can result in excessive bruising or bleeding (transient thrombocytopenia), temporary swelling of the glands in the neck, armpit or groin (transient lymphadenopathy).
· Allergic reactions :

· In rare cases leading to shock (a failure of the circulatory system to maintain adequate blood flow to the different organs leading to medical emergency). As with all injectable vaccines, appropriate medical treatment and supervision should always be readily available in case of a rare anaphylactic event following the administration of the vaccine.

· Including swelling most apparent in the head and neck, including the face, lips, tongue, throat or any other part of the body (angioedema) in very rare cases.

· Vessel inflammation (vasculitis) which may result in skin rashes and in very rare cases in temporary kidney problems .
In any of these side effects occurs, the doctor need to be informed and patient shifted to  the nearest health facility immediately.  

7.
Storage :
· Store in a refrigerator (20C – 80C). Do not freeze. 
· Keep the vial in the carton in order to protect from light.
· After first opening, use PANENZA within 7 days if stored in a refrigerator (20C – 80C).
· Do not use PANENZA after the expiry date which is stated on the carton and the label after EXP.  The expiry date refers to the last day of that month.

8.
Vaccination Planning
8.1
State and District Task Force: 

State Task Force constituted for Pulse Polio  immunization at the state HQ would meet to decide on the vaccine deployment. At district level, District Task Force would be responsible for preparing and implementing the District micro plan for H1N1 vaccination.

8.2 State and District Nodal Officer

The State would identify a Nodal Officer at the State Headquarter. The District Coordination Committee would decide on the district nodal officers. The identified Nodal Officer would be responsible for conveying to EMR division on the vaccine deployment and day to day progress on the vaccine administration.

8.3 Cold Chain Capacity

The State/ District Task Force would assess the cold chain capacity, identify the gaps and make provisions to store the pandemic vaccine that is earmarked to the State. Minimum additional capacity of 200 litres of cold chain space needs to be identified at state/ regional level. Additional net capacity of 20 litres of cold chain space needs to be identified at Medical College / major private hospitals. Additional net capacity of 20 litres of cold chain space also needs to be identified at District Headquarter. 
8.4
AD Syringes

AD syringes would be provisioned from the existing immunization programme. Dry storage space for AD syringes also need to be identified.

8.5 
Pandemic Vaccine Distribution Plan
A distribution plan along with timeline would be worked out. Before distributing the vaccine to district and sub district level, the functional cold chain status would be ensured.

8.6 Vaccination sites

The health facility where vaccination will be carried out would be identified. It would be advisable to limit number of such centres and call the health care workers of  neighbouring facilities to report to this centre. This would reduce wastage and ensure good aseptic practices.
8.7 Microplan:
Microplan should be prepared for H1N1 pandemic vaccination at the district/ sub district level, stating the constitution  of coordination committee,  identifying the target population and institutions through spot maps, vaccine and logistic planning including  identifying the vaccinating teams and supervisors, identifying the vaccination day / sessions,  the tally sheet and other reporting formats. A model Micro plan for H1N1 is annexed for ready reference.

8.8 Adverse Event Following Immunization (AEFI)
It is mandatory to report the adverse events following immunization in the prescribed formats. The first information report is to be furnished within 48 hours. Preliminary investigation report for the serious adverse event is to be reported within 7 days by district AEFI Committee to the State Government and to the Central Government (Director, EMR, fax 011 23061457; diremr@gmail.com and to the Immunization division of MOHFW : fax 011 23062728; E-mail: aefiindia@gmail.com). Detailed investigation report would be submitted within 90 days of filling of FIR. The formats are annexed.

