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From: Wheat, Gerry

Sent: Monday, November 16, 2009 10:52 AM

Subject: DPHHS HAN ADVISORY 2009-39: Delayed Vaccine Recovered for Shipment and Updated Guidance
for CSL’s 2009 H1N1 Monovalent Vaccine

Attachments: REVISED Vaccine Allocation 11_04_09.pdf; Updated Guidance for the use of CSL.DOC

State of Montana

DPHHS HAN ADVISORY

Monday, November 16, 2009

Forwarding Instructions:
Please review the special forwarding instructions below.

DPHHS Information / Recommendations:

Do not forward this part of the information this is for health department use only.

Delayed Order Recovered and Shipped

The November 4" H1IN1 vaccine order sent to the State Depot was recovered and is being shipped. A revised allocation table
has been posted to the TCC H1N1 Resource Room for the November 4th order. The revision includes an exclusion of the
Medimmune LAIV doses which are not available at this time. The original allocation for injectable doses remains the same as
previously posted. The LAIV doses will be available at a later time.

Jurisdictions that have vaccine shipped from the State Depot can anticipate receiving both the November 4" (minus LAIV) and
10" allocation this week.

Share this information with selected providers.

Updated Guidance for the use of CSL’s 2009 H1IN1 Monovalent Vaccine
On November 11, 2009, the FDA expanded the approved use of CSL'’s seasonal and 2009 H1IN1 monovalent influenza vaccines
to include children aged 6 months and older.

The immediate effect on the national HIN1 flu vaccination program is that CSL'’s pre-filled syringe and multi-dose vial formulations
can now be used in a substantially broader range of ages.

Both the CSL H1N1 pre-filled syringe and multi-dose vial vaccine formulations should be reserved for individuals aged 3 years and
older if alternative products for children 6-35 months are available.

The attached document contains the CDC description and rational.
DPHHS Subject Matter Expert (SME) Contact:
For additional information contact the DPHHS Immunization Section at (406) 444-5580

Distributed by the Department of Public Health and Human Services
Health Alert Network (HAN) System

DPHHS Health Alert Hotline: 1-800-701-5769
DPHHS HAN Website: www.han.mt.gov

You have received this message based upon the information contained within our emergency notification data base. If you have a
different e-mail or fax address that you would like us to use please notify us as soon as possible by e-mail at hhshan@mt.gov.




The goal of Montana's Health Alert Network is to transmit information to local public health authorities as quickly as possible, and

assign a suitable priority to the message. For questions or comments about Montana's HAN system you may contact the DPHHS
HAN Coordinator, Gerry Wheat at gwheat@mt.gov.

Categories of Health Alert Messages:

Health Alert: conveys the highest level of importance; warrants immediate action or attention.

Health Advisory: provides important information for a specific incident or situation; may not require immediate action.
Health Update: provides updated information regarding an incident or situation; unlikely to require immediate



Updated Guidance for the use of CSL’s 2009 HIN1 Monovalent Vaccine
November 12, 2009

On November 11, 2009, the FDA expanded the approved use of CSL’s seasonal and 2009 HIN1
monovalent influenza vaccines to include children aged 6 months and older. Both vaccines had
previously been approved only for use in adults, aged 18 years and older. The immediate affect
on the national HIN1 flu vaccination program is that CSL’s pre-filled syringe and multi-dose
vial formulations can now be used in a substantially broader range of ages. CDC is making a
programmatic recommendation and issuing clarifying guidance on use of CSL H1N1 vaccine
that takes into account practical logistical considerations of allocation, ordering, and distribution
of vaccine and ancillary supply Kkits.

Recommendation
Both the CSL H1NZ1 pre-filled syringe and multi-dose vial vaccine formulations should be
reserved for individuals aged 3 years and older if alternative products are available.

Rationale

Pre-filled syringe presentation: Using the CSL H1N1 pre-filled syringe vaccine in children aged
6-35 months would result in wastage of one dose per syringe. Since children aged 6-35 months
would only require a half dose of this vaccine, only half of the contents of the syringe could be
used. Transfer of some or all of the contents of one syringe to another syringe is not permissible
nor is using the same syringe to administer the latter half dose to another individual. Therefore,
the only option is to discard the remaining half dose. With the current limited supply and
availability of vaccine nationwide, CDC discourages using a half dose of CSL H1N1 pre-filled
syringe vaccine on a child aged 6-35 months and discarding the remaining half dose.

Multi-dose vial presentation: While CSL’s HLN1multi-dose vial vaccine is now licensed for use
in individuals aged 6 months and older, CDC is treating this formulation as being for use in
individuals aged 3 years and older for the purpose of allocating and ordering vaccine and
ancillary supply Kits (the multi-dose vial kits used for all HIN1 vaccines contain supplies that are
intended for use in children and adults aged 3 years and older). CSL H1N1 multi-dose vial
vaccine formulation will continue to be ordered as a 100 dose (0.5mL per dose) minimum order
size and CDC will allocate one multi-dose vial ancillary supply kit for each 100 doses of multi-
dose vial vaccine. If providers choose to administer half doses of the multi-dose vial
formulation to children aged 6-35 months, they will effectively be short half the number of
needle/syringe units, alcohol pads, vaccination record cards and sharps containers. Providers
will be required to use their own ancillary supplies to make up the difference and print out
additional shot cards from the CDC website (http://www.cdc.gov/flu/freeresources/2009-
10/pdf/influenza_record_card2009.pdf). This situation also applies to the Sanofi Pasteur multi-
dose vial vaccine formulation that is licensed for individuals aged 6 months and older.

If you have any questions or need clarification on this guidance please contact the Montana
Immunization Program at 444-5580.


http://www.cdc.gov/flu/freeresources/2009

updated Vaccine Order Placed on November 4 2009 (REVISED)*

11/13/2009 | sanofi pasteur Novartis CSL sanofi pasteur Novartis Medlmmune
NDC]| 49281-0650-25 66521-0200-02 33332-0519-01 49281-0640-15 66521-0200-10 66019-0200-10
PFS (7.5mic) PFS PFS MDV* MDV Int. Sprayer Weekly Total Cumulative Total
6 - 35 mo > 4yr > 18yr >6mo > 4yr 2-49yr
Unit of Measure| 10 10 10 10 10 10
Doses 3,800 3,500 2,500 4,100 13,800 4,400 32,100 106,100
Tentative TUES/WED | FRI/MON J TUES/WED | FRI/MON J TUES/WED | FRI/MON | TUES/WED | FRI/MON § TUES/WED | FRI/MON J TUES/WED | FRI/MON
Arrival Day[ Nov 17/18 | Nov 06/09 [ Nov 17/18 | Nov 06/09 | Nov 17/28 | Nov oe/09 | Nov 17/18 [ Nov 06/09 [ Nov 17718 [ Nov 06/09 | Nov 17/28 | NOV 06/09
Direct Ship + Depot] Direct Ship + Depot
State | Direct | State | Direct | State | Direct | State | Direct | State | Direct | State | Direct
County/Tribe | Depot Ship Depot Ship Depot Ship Depot Ship Depot Ship Depot Ship
Beaverhead 30 30 20 30 0 100 0 210 860
Big Horn 20 20 10 20 60 0 130 490
Blackfeet 40 30 20 40 0 200 0 330 1,070
Blaine 20 10 10 10 50 0 100 380
Broadwater 20 20 10 20 60 0 130 490
Carbon 40 30 20 40 0 100 0 230 950
Carter 10 10 10 10 20 0 60 210
Cascade 0 300 0 300 0 200 0 300 0 1,100 0 500 2,700 8,530
Chouteau 20 10 10 20 60 0 0 120 460
CMHDS 0 100 0 100 50 0 100 0 300 0 100 750 2,510
Crow 30 30 20 30 0 100 0 210 720
Custer 50 40 20 40 0 200 0 350 1,190
Daniels 10 10 10 10 20 0 60 220
Dawson 40 60 20 30 0 100 0 250 910
Deer Lodge 30 30 20 30 0 100 0 210 1,030
Fallon 10 10 10 10 30 0 70 280
Flathead 0 300 0 300 0 200 0 400 0 1,300 0 500 3,000 9,690
Flathead CSKT 40 40 20 40 0 200 0 340 1,130
Fort Belknap 10 10 10 10 30 0 70 310
Fort Peck Combined with Roosevelt County
Gallatin 0 300 0 300 0 200 0 400 0 1,300 0 500 3,000 9,690
Garfield 10 10 10 10 20 0 60 220
Glacier 20 10 10 10 50 0 100 390
Granite 10 10 10 10 40 0 80 320
Hill 50 50 30 60 0 200 0 100 490 1,520
Jefferson 40 40 20 40 0 200 0 340 1,260
Lake 0 100 0 100 50 0 100 0 300 0 100 750 2,180
Lewis & Clark 0 200 0 200 0 200 0 300 0 900 0 400 2,200 6,790
Liberty 10 10 10 10 20 0 60 230
Lincoln 0 100 70 0 40 0 100 0 300 0 100 710 2,110
Madison 30 30 10 30 0 100 0 200 720
McCone 10 10 10 10 20 0 60 240
Meagher 10 10 10 10 30 0 70 250




updated Vaccine Order Placed on November 4 2009 (REVISED)*

11/13/2009 | sanofi pasteur Novartis CSL sanofi pasteur Novartis Medlmmune
NDC]| 49281-0650-25 66521-0200-02 33332-0519-01 49281-0640-15 66521-0200-10 66019-0200-10
PFS (7.5mic) PFS PFS MDV* MDV Int. Sprayer Weekly Total Cumulative Total
6 - 35 mo > 4yr > 18yr >6mo > 4yr 2-49yr
Unit of Measure| 10 10 10 10 10 10
Doses 3,800 3,500 2,500 4,100 13,800 4,400 32,100 106,100
Tentative TUES/WED | FRI/MON J TUES/WED | FRI/MON J TUES/WED | FRI/MON | TUES/WED | FRI/MON § TUES/WED | FRI/MON J TUES/WED | FRI/MON
Arrival Day[ Nov 17/18 | Nov 06/09 [ Nov 17/18 | Nov 06/09 | Nov 17/28 | Nov oe/09 | Nov 17/18 [ Nov 06/09 [ Nov 17/18 [ Nov 06/09 | Nov 17/28 | NOv 06/09
Direct Ship + Depot] Direct Ship + Depot
State | Direct | State | Direct | State | Direct | State | Direct | State | Direct | State | Direct
County/Tribe | Depot | Ship Depot | Ship Depot | Ship Depot | Ship Depot | Ship Depot | Ship
Mineral 20 10 10 10 50 0 100 390
Missoula 0 400 0 400 0 300 0 400 0 1,500 0 600 3,600 11,430
N.Cheyenne 10 20 10 20 60 0 120 480
Park 60 60 40 0 100 0 200 0 100 560 1,750
Phillips 10 10 10 10 50 0 90 370
Pondera 20 20 10 20 70 0 140 520
Powder River 10 10 10 10 20 0 60 220
Powell 30 20 20 30 0 100 0 200 700
Prairie 10 10 10 10 20 0 60 220
Ravalli 0 200 0 100 0 100 0 200 0 600 0 200 1,400 4,470
Richland 40 40 20 40 0 100 0 240 850
Rocky Boy's 10 10 10 10 30 0 70 290
Roosevelt 40 40 20 40 0 200 0 340 1,260
Rosebud 30 20 10 20 0 100 0 180 620
Sanders 40 40 20 40 0 100 0 240 840
Sheridan 20 10 10 10 40 0 90 340
Silver Bow 0 100 0 100 0 100 0 100 0 500 0 200 1,100 3,420
Stillwater 40 40 20 40 0 100 0 240 820
Sweet Grass 10 10 10 10 50 0 90 370
Teton 20 20 10 20 80 0 150 580
Toole 20 20 10 20 70 0 140 520
Treasure 10 10 10 10 10 0 50 190
Valley 20 20 10 20 80 0 150 570
Wibaux 20 10 10 10 10 0 60 200
Yellowstone 0 600 0 500 0 400 0 600 0 2,000 0 800 4,900 15,380
Veterans Affairs 0 10 10 20 50 0 a0 390
1,100 2,700 1,100 2,400 800 1,700 1,000 3,100 1,200 12,600 0 4,200 31,900 105,900
Remaining
Quantities 2,700 (0] 2,400 0] 1,700 0] 3,100 (0] 12,600 0] 4,400 200 200 200

* There is a ballance of 200 doses of Medimmune that will ship on November 18.
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