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Introduction
The standard operating procedures for responding to a poliovirus event and outbreak: part 2 – protocol for poliovirus type 21 recommends inactivated poliovirus vaccine (IPV) to be co-administered with monovalent oral polio vaccine type 2 (mOPV2) in the second round of supplementary immunization activities (SIA) in the event of a confirmed type 2 vaccine-derived poliovirus (VDPV2) transmission (cVDPV2) (genetically linked to a known circulating vaccine-derived poliovirus (cVDPV) or previous VDPV2) and/or type 2 wild poliovirus (WPV2) from a case of acute flaccid paralysis (AFP) with no known exposure (containment break). The use of IPV in the second round of SIA will depend on the characteristics of the affected population that reflect the risk for any type 2 transmission. Three transmission zones were determined: zone 1 – high; zone 2 – high-medium; and zone 3 − low. The use of IPV is recommended in only the following:

· zone 1 with clear history of sustained wild poliovirus (WPV) or reported cVDPV2 since 2005; or affected community with other risks for low immunity or high mobility links to susceptible communities;

· zone 2 with consistently low diphtheria–tetanus–pertussis (DTP3) coverage below 80% in the previous three years; or history of imported WPV or any cVDPV or type 2 attenuated vaccine-derived poliovirus (aVDPV2) in the previous three years; or DTP3 coverage below 90% and adjacent to affected area.

There is currently a global shortage of IPV, projected to continue through to 2018. As a con- tingency measure to address this shortage, the World Health Organization (WHO) Strategic Advisory Group of Experts in Immunization (SAGE) has recommended a dose-sparing strategy through administration of intradermal fractional IPV (fIPV) 0.1 ml instead of a full dose of 0.5 ml in outbreak responses. The supportive scientific evidence, including abstracts of key studies, is included in Annex B. As the manufacturers of IPV have not yet registered the vaccine for fractional dosing, the Ministry of Health must sign the request form and template letter for off-label use (see Annex A).

This form must be used in conjunction with the request form for mOPV2, which includes mOPV2 requirement for stage 1 of the response and the supportive documentation, including intratypic differentiation (ITD)/sequencing laboratory findings and field investigation reports for stages 1 and 2. In this form, therefore, please include IPV vaccine and immunization supply requirements only.

The signed vaccine request form and required documentation should be sent to:
the Advisory Group of the Eradication Outbreak Management Group on mOPV2/IPV Provision Secretariat at:

20 Avenue Appia, 1211

Geneva 27, Switzerland

Fax: + 41 22 791 4198. Email: mOPV2Request@who.int
CC: WHO country office, UNICEF Supply Division (ilewis@unicef.org, aghazieh@unicef.org)

1    Responding to a poliovirus event and outbreak- Standard Operating Procedures (SOPs). http://polioeradication.org/tools-and-library/field-resources-for-polio-eradicators/gpei-tools-protocols-and-guidelines/
Notice for recipient countries of IPV
WHO acceptance of request of IPV

The full dose (0.5 ml) IPV for subcutaneous or intramuscular is license by a stringent national regulatory authority in the producing country, has been WHO prequalified and subsequently received regulatory approval in your country. There is a global shortage of IPV and to address this the Strategic Advisory Group of Experts on Immunization endorsed the WHO position paper published in March 20161 acknowledging the suitability of a fractional dose of IPV for outbreak. The regulatory approval of IPV in your country does not currently include intra- dermal administration of one single fractional 0.1 ml dose of IPV. Accordingly, before being able to comply with your government’s request for such free supplies, WHO and UNICEF are required to seek your government’s acceptance of the terms and conditions. A template of acceptance letter in Annex A can be copied on a Ministry of Health (MoH) letterhead and signed by a designated person in the MoH.

Waiver for special shipping documentation and/or pre- inspection requirements

In order to meet delivery timelines to the country, the supplier will only include the standard list of documents required for international vaccine shipment: the packing list, shipping invoice, and standard lot release certificate provided by the national regulatory authority of the producing country. Countries are requested to waive non-standard documentation requirements (such as original certificates of origin, consular legalisation and stamps in specific colors) and pre-inspection requirements. Should a country continue to require additional, non-standard documentation (provided that the manufacturer is able and willing to provide such additional documents) or pre-inspection, then the country accepts the responsibility for any delays in delivery of the vaccine.

Physical inspection of consignment after delivery

Physical inspection and verification of the IPV vaccine consignment shall be made by the consignee named in this request form and/or its designated authorized representative, using the Vaccine Arrival Report (VAR) accompanying the shipment. The VAR should be returned within 24 hours after delivery to ensure timely action if the consignment does not conform to the requirements. If the consignee, in consultation with the WHO country office, reason- ably determines that, in terms of the aspects set out in the VAR, all or part of the vaccine consignment does not conform to the requirements, then the consignee shall immediately notify WHO and the United Nations Children’s Fund (UNICEF) of the non-conformity in addition to the return of the VAR.
1    Polio vaccines: WHO position paper – March, 2016. Weekly Epidemiological Record. 2016;91:145–168 (http://www. who.int/wer/2016/wer9112.pdf?ua=1).

How to fill the request form
IPV requirements
Please detail, as per the request form, the areas to be covered and estimated target population. The total target population should be multiplied by the wastage factor (1.18) to give the actual quantity of IPV required. This quantity is in full doses (0.5 ml). The conversion of the quantity into fractional dose will be done by UNICEF Supply Division.

Syringes
Syringes must be specific for intradermal injection of the vaccine with a barrel graduated for 0.1 ml dose. Note that conventional BCG syringes cannot be used because the barrel is graduated for 0.05 ml. Only auto-disable BCG syringes graduated for 0.1 ml dose, (used in India IPV campaign in 2016) are a possibility. It is critical to know as soon as possible AD syringes requirement for SIA as their shipment will add considerably to the logistical complexity of the campaign.

Safety Boxes:
The number of safety boxes must be included in the request. The number of safety boxes needed can be calculated by taking the number of syringes required to be divided by 100. (eg. 10,000 syringes / 100 = 100 safety boxes).

General information
	Date of the request: stage 2:
	

	
	

	Country:
	

	
	

	Outbreak-affected region/state:
	

	Outbreak-affected areas (towns/districts):

	

	
	

	Extended area with high-risk

subpopulation region/state:
	

	
	

	Extended area with high-risk

subpopulation (towns/districts):
	

	
	

	Requesting government ministry/department:
	

	

	Contact details of focal people in requesting government ministry/department 
(name, telephone, email):

	
	
	
	
	

	NAME
	PHONE
	EMAIL

	Name and title of the person who fills this form:

	

	
	

	NAME
	TITLE
	


Signature of person completing this form:

	Consignee in the country
	

	Consignee organization*
	

	Contact name
	

	Telephone
	

	Fax
	

	Email
	

	Address
	

	PO box
	

	Town
	

	Country
	


* The government will be responsible for handling the rapid importation and customs clearance of the vaccine into the country, unless UNICEF is exceptionally named in the purchase order as the consignee for customs clearance purposes

Second stage of vaccine deployment 
(all additional supplementary immunization activities - SIA)
1- SIA round 2 or SIA round 3 in outbreak-affected area 
(starting date __/___/____)
· Immunization plan for IPV

	Province
District
City/town/locality
Target
Target population
age group
(number)

	Outbreak-affected area (includes rapid-response area plus surroundings)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Subtotal
	
	


· IPV requirement 

	Target population (number)
	Wastage factor
	Total poliovirus doses

	
	1.18*
	


*  If different wastage factor is used please provide supportive document e.g.: vaccine wastage studies or monitoring exercise conducted in selected provinces/districts

· Intradermal syringes requirement 3
	Target population (number) for IPV
	Distribution factor
	Total quantity of intradermal syringes

	
	1.10
	


· Safety boxes requirement 

	Total number of intradermal syringes for
Number of safety boxes of 100 each affected area

	
	


3 Depending on the quantity of syringes, it may not be possible to have all the syringes available for the second round. In this case, SIA round 2 will be conducted with mOPV2 alone, and the use of IPV can be postponed to the third round
2- SIA round 2 or SIA round 3 in extended area high-risk subpopulation (starting date ____/____/_____)

_
· Immunization plan for IPV

	Province
District
City/town/locality
Target
Target population
age group
(number)

	Extended area with high-risk subpopulation (if required; see SOP
http://polioeradication.org/tools-and-library/field-resources-for-polio-eradicators/gpei-tools-protocols-and-guidelines/)


	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Subtotal
	
	


· IPV requirement

	Target population (number)
	Wastage factor
	Total IPV doses

	
	1.18
	


· Intradermal syringes requirement 3
	Target population (number) for IPV
	Distribution factor
	Total quantity of intradermal syringes

	
	1.10
	


· Safety boxes requirement 

	Total number of intradermal syringes for
Number of safety boxes of 100 affected area

syringes each

	
	


3- Total vaccines and immunization supplies for SIA round 2 or 3
	
	IPV doses
	Intradermal syringes
	Safety boxes

	TOTAL
	
	
	


.


Terms and conditions
The government accepts and agrees that the supply of inactivated polio vaccine (IPV) to be administered intradermally for a type 2 vaccine-derived poliovirus (VDPV2) outbreak response will be subject to the following terms and conditions:

i. The full 0.5 ml dose of IPV for subcutaneous or intramuscular administration in the pre- vention of polio is licensed by stringent national regulatory authorities in the producing countries, has been World Health Organization (WHO) prequalified and subsequently received regulatory approval by your country and/or was otherwise authorized for impor- tation and use.

ii. The vaccine is being supplied to the government exclusively for administration in con- junction with monovalent oral polio vaccine type 2 (mOPV2) or alone to respond to the current outbreak of circulating cVDPV2 in the primary affected area and high-risk sub- group population in your country.

iii. There is a global shortage of IPV due to the reduced production of this vaccine by the existing WHO prequalified IPV manufacturers. To address this global shortage of IPV, the Strategic Advisory Group of Experts on Immunization reviewed the available evidence on intradermal administration of a fractional dose of IPV and endorsed the WHO position paper on the use of an IPV fractional dose published in March 20164 acknowledging the suitability of a fractional dose of IPV for outbreak response in the event of continued limited supply availability.

iv. The regulatory approval of IPV in your country does not currently include intradermal administration of one single fractional 0.1 ml dose of IPV.

v. In light of the global shortage of IPV, WHO and the United Nations Children’s Fund (UNICEF) can comply with your government’s request for free supplies of IPV only on the understanding that any IPV so supplied will be administered to the population intra- dermally as single fractional 0.1 ml doses.

vi. Accordingly, in light of the above, before being able to comply with your government’s request for such free supplies, WHO and UNICEF are required to seek your govern- ment’s acceptance of the following:

· Your government understands that the use of a single fractional 0.1 ml dose of IPV for intradermal administration has not been registered in any country.

· Your government hereby confirms that it has authorized the emergency use of IPV as single fractional 0.1 ml doses for intradermal administration to respond to the current outbreak of circulating cVDPV2 in your country, and agrees that any such use will be under the exclusive responsibility of your government.
4    Polio vaccines: WHO position paper – March, 2016. Weekly Epidemiological Record. 2016;91:145–168 (http://www. who.int/wer/2016/wer9112.pdf?ua=1).

· The vaccine quantity provided hereunder is being supplied by WHO and UNICEF “as is”, without any warranties or representations whatsoever, whether express or implied. In this regard, your government understands and agrees that neither WHO, UNICEF nor the manufacturer will accept any liability or responsibility whatsoever for the use of the free supplies of IPV as single fractional 0.1 ml doses for intradermal administration.
· Your government shall be solely responsible for, and accepts, any and all liability for such use, and agrees to indemnify, defend and hold harmless WHO and UNICEF as well as their officers, employees and agents, for any and all costs, expenses and claims of any kind arising from, as a result of, or in connection with the supply, distribution and/or use of the free supplies of IPV in your country, by or on behalf of your government or otherwise.

vii. To the extent that these terms and conditions limit potential liabilities associated with the supplies of the vaccine by or on behalf of WHO and UNICEF, your government expressly acknowledges that these terms and conditions are for the benefit of WHO and for the benefit of UNICEF, and, therefore, that these terms and conditions create benefits and rights that are directly enforceable not only by WHO, but also by UNICEF on its own behalf (as third-party beneficiary to the terms of this letter).

viii. Your government agrees that for any quantities of IPV supplied hereunder, the supplier will only include the standard list of documents required for international vaccine ship- ment: the packing list, shipping invoice and standard lot release certificate provided by the national regulatory authority of the producing country.

ix. As a further condition, your government agrees and will ensure that the vaccine sup- plied and authorized for importation and use as intradermal fractional 0.1 ml doses of IPV hereunder will:

· be administered as intradermal fractional 0.1 ml doses of IPV exclusively to respond to the current outbreak of cVDPV2 in humans in your country;

· be administered as such only to people in your country who have been prioritized in accordance with your country’s outbreak response measures;

· not be exported or otherwise made available for use outside your country.

x. In addition, bearing in mind that the aforesaid quantity is being provided to your government free of charge, your government will ensure that the vaccine supplied by WHO and UNICEF hereunder will not be sold, and will only be provided to the targeted population in your country free of charge.

xi. Your government confirms that it has full knowledge of the known side-effects of the vaccine, as described in the relevant and most recent literature5 (it being understood that your government shall be responsible for identifying such literature).

5    Information sheet: observed rate of vaccine reactions – polio vaccines. Geneva: World Health Organization; 2014 (http://www.who.int/vaccine_safety/initiative/tools/polio_vaccine_rates_information_sheet.pdf?ua=1).
xii. Your government shall ensure that all health-care practitioners and others administering the vaccine to the targeted population in your country:

· will be properly trained and will be fully aware of, understand and ensure adherence to all recommendations for the proper handling, administration and use of the vaccine as fractional 0.1 ml doses for intradermal administration

· will implement surveillance of adverse events following immunization as contained in “Surveillance of adverse events following immunization”;6
· will have put into place a recall procedure as described in “WHO Expert Committee on Specification for Pharmaceutical Preparations: forty-fifth report”.7
xiii. Your government agrees to notify the national regulatory authority, in writing, as soon as reasonably possible, of any information received by it on the occurrence of any adverse events, an unexpectedly high occurrence of adverse events, and any significant safety information with respect to the use of the vaccine supplied hereunder. Your government may want to contact WHO if further technical support is required or to share such information (World Health Organization, Department of Global Vaccine Safety, 20 Avenue Appia, 1211 Geneva 27, Switzerland; vaccsalert@who.int).

xiv. Your government agrees that any supply of IPV hereunder, as well as any other support and assistance that may be provided by WHO to your country in furtherance of your government’s request, will be provided in accordance with the terms of the agreement for technical advisory cooperation or assistance concluded with your government.

xv. If your government is interested in receiving free supplies of IPV for use as single fractional 0.1 ml doses for intradermal use to respond to the current outbreak of circulating cVDPV2 in your country, WHO would be grateful if, to indicate your government’s acceptance of the above mentioned conditions, you could arrange for a duly authorized representative to countersign the original of this letter on behalf of your government and return this original to WHO for its files. The duplicate copy is for your government’s records. A template acceptance letter is provided in Annex A which can be copied on Ministry of Health letterhead.

6 Global manual on surveillance of adverse events following immunization. Geneva: World Health Organization; 2014 (http://www.who.int/vaccine_safety/publications/Global_Manual_on_Surveillance_of_AEFI.pdf)
7 Forty-fifth report. WHO Expert Committee on Specifications for Pharmaceutical Preparations. WHO Technical Report Series 961. Geneva: World Health Organization; 2011 (whqlibdoc.who.int/trs/WHO_TRS_961_eng.pdf).

Annex B: abstracts of key studies
Cadorna-Carlos J, Vidor E, Bonnet MC. Randomised controlled study of fractional doses of inactivated poliovirus vaccine administered intradermally with a needle in the Philippines. International Journal of Infectious Diseases 2012;16:e110–e116.
Objective: comparison of a fractional IPV dose administered intradermally with a full dose administered intramuscularly. Methods: healthy Filipino infants were randomized to receive IPV as either a fractional (one-fifth) dose intradermally or a full dose intramuscularly at age 6, 10 and 14 weeks and a booster at age 15–18 months. Pre- and post-vaccination anti- polio 1, 2 and 3 titres were estimated. Adverse events were monitored throughout the study. Results: following primary series vaccination, anti-polio 1, 2 and 3 titres were ≥8 (1/dil) in 99–100% of participants, and the intradermal route was non-inferior to the intramuscular route. Depending on the study group, antibody persistence was detected in 83–100% of participants, and the booster dose resulted in a strong anamnestic response in all groups. The incidence of adverse events in each group was similar, except for injection-site erythema (higher in the intradermal group). Conclusions: primary series and booster vaccination of a fractional IPV dose administered by the intradermal route was highly immunogenic and well tolerated. These data confirm the medical validity of using fractional intradermal doses of IPV. The programmatic feasibility of implementing affordable mass vaccination programmes based on this delivery mode has yet to be established.

	Intradermal fractional IPV
	Intramuscular IPV

	Primary series
	Booster series
	Primary series
	Booster series

	
	Pre- primary
	Post- Primary
	Pre- booster
	Post- booster
	Pre- primary
	Post- Primary
	Pre- booster
	Post- booster

	Serotype 1

	Seroconversion,
	99.1
	95.5
	98.2
	96.4

	% (95% CI)
	(99.0, 100.0)
	(89.8, 98.5)
	(93.8, 99.8)
	(91.0, 99.0)

	Geometric mean
	10.4
	221
	48.2
	2833
	11.7
	585
	109.8
	6666

	titres (95% CI)
	(8.0,
	(188,
	(38.7,
	(2392,
	(8.9,
	(482,
	(84.3,
	(5613,

	
	13.4)
	259)
	59.9)
	3356)
	15.4)
	710)
	143.2)
	7916)

	Serotype 2

	Seroconversion,
	94.5
	83.8
	98.2
	88.3

	% (95% CI)
	(88.4, 98.0)
	(75.6, 90.1)
	(93.8, 99.8)
	(80.8, 93.6)

	Geometric mean
	16.5
	234
	94.0
	3210
	16.7
	795
	132.5
	6522

	titres (95% CI)
	(12.9,
	(186,
	(65.8,
	(2672,
	(12.8,
	(638,
	(98.4,
	(5540,

	
	21.1)
	294)
	134.2)
	3857)
	21.6)
	992)
	178.3)
	7678)

	Serotype 3

	Seroconversion,
	95.4
	94.6
	100.0
	94.6

	% (95% CI)
	(89.6, 98.5)
	(88.6, 98.0)
	(96.8, 100.0)
	(88.6, 98.0)

	Geometric mean
	7.8
	194
	50.3
	4498
	6.7
	774
	136
	11 952

	titres (95% CI)
	(6.0,
	(157,
	(37.6,
	(3608,
	(5.2,
	(622,
	(103,
	(10 046,

	
	10.0)
	240)
	67.4)
	5607)
	8.6)
	963)
	181)
	14 220)


Resik S, Tejeda A, Sutter RW, Diaz M, Sarmiento L, Alemañi N, et  al. Priming after a fractional dose of inactivated poliovirus vaccine. New England Journal of Medicine 2013;368:416–424.
Background: to reduce the costs of maintaining a poliovirus immunization base in low-income areas, we assessed the extent of priming immune responses after the administration of IPV. Methods: we compared the immunogenicity and reactogenicity of a fractional dose of IPV (one-fifth of a full dose) administered intradermally with a full dose administered intramuscularly in Cuban infants at the ages of 4 and 8 months. Blood was collected from infants at the ages of 4 months, 8 months, 8 months and 7 days, and 8 months and 30 days to assess single-dose seroconversion, single-dose priming of immune responses and two-dose seroconversion. Specimens were tested with a neutralization assay. Results: a total of 320 infants underwent randomization, and 310 infants (96.9%) fulfilled the study requirements. In the group receiving the first fractional dose of IPV, seroconversion to poliovirus types 1, 2 and 3 occurred in 16.6%, 47.1% and 14.7% of participants, respectively, compared with 46.6%, 62.8% and 32.0%, respectively, in the group receiving the first full dose of IPV (P < 0.008 for all comparisons). A priming immune response to poliovirus types 1, 2 and 3 occurred in 90.8%, 94.0% and 89.6% of participants, respectively, in the group receiving the fractional dose, compared with 97.6%, 98.3% and 98.1%, respectively, in the group receiving the full dose (P = 0.01 for comparison with type 3). After the administration of the second dose of IPV in the group receiving fractional doses, cumulative two-dose seroconversion to polio- virus types 1, 2 and 3 occurred in 93.6%, 98.1% and 93.0% of participants, respectively, compared with 100.0%, 100.0% and 99.4%, respectively, in the group receiving the full dose (P < 0.006 for comparisons of types 1 and 3). The group receiving intradermal injections had the greatest number of adverse events, most of which were minor in intensity and none of which had serious consequences. Conclusions: this evaluation shows that vaccinating infants with a single fractional dose of IPV can induce priming and seroconversion in more than 90% of immunized infants.

	Intradermal fractional IPV (N=157)
	Intramuscular IPV (N=153)

	Poliovirus serotype 1

	Seroconversion after first dose, n (%)
	26/157 (16.6)
	71/153 (46.4)

	Priming response, n (%)
	119/131 (90.8)
	80/82 (97.6)

	Seroconversion between visits 3 and 4, n (%)
	2/12 (16.7)
	2/2 (100)

	Seroconversion after second dose,n (%)
	121/131 (92.4)
	82/82 (100)

	Cumulative seroconversion, n (%)
	147/157 (93.6)
	153/153 (100)

	Poliovirus serotype 2

	Seroconversion after first dose, n (%)
	74/157 (47.1)
	96/153 (62.7)

	Priming response, n (%)
	78/83 (94.0)
	56/57 (98.2)

	Seroconversion between visits 3 and 4, n (%)
	2/5 (40.0)
	1/1 (100)

	Seroconversion after second dose,n (%)
	80/83 (96.4)
	57/57 (100)

	Cumulative seroconversion, n (%)
	154/157 (98.1)
	153/153 (100)

	Poliovirus serotype 3

	Seroconversion after first dose, n (%)
	23/157 (14.6)
	49/153 (32.0)

	Priming response, n (%)
	120/134 (89.6)
	102/104 (98.1)

	Seroconversion between visits 3 and 4, n (%)
	3/14 (21.4)
	1/2 (50.0)

	Seroconversion after second dose,n (%)
	123/134 (91.8)
	103/104 (99.0)

	Cumulative seroconversion, n (%)
	146/157 (93.0)
	152/153 (99.3)


Anand A, Zaman K, Estívariz CF, Yunus M, Gary HE, Weldon WC, et al. Early priming with inactivated poliovirus vaccine (IPV) and intradermal fractional dose IPV administered by a microneedle device: a randomized controlled trial. Vaccine 2015

Introduction: IPV introduction and phased oral poliovirus vaccine (OPV) cessation are essential for eradication of polio. Methods: healthy 6-week-old infants in Bangladesh were randomized to one of five study arms: receipt of trivalent OPV (tOPV) or bivalent OPV (bOPV) at ages 6, 10 and 14 weeks; intramuscular IPV or intradermal one-fifth fractional dose IPV (f-IPV) at ages 6 and 14 weeks; or f-IPV at ages 6 and 14 weeks with bOPV at age 10 weeks (f-IPV/bOPV). All participants received tOPV at age 18 weeks. Results: of 975 infants randomized, 95% (922) completed follow-up. Type 1 seroconversion after three doses at ages 6, 10 and 14 weeks was higher with bOPV compared with tOPV (99% v. 94%, P=0.019). Seroconversions to types 1 and 3 after two IPV doses at ages 6 and 14 weeks were no different than after three doses of tOPV or bOPV at ages 6, 10 and 14 weeks. 

A priming response, seroconversion 1 week after IPV at 14 weeks among those who did not seroconvert after IPV at 6 weeks, was observed against poliovirus types 1, 2 and 3 in 91%, 84% and 97%, respec- tively. Compared with IPV, f-IPV failed non-inferiority tests for seroconversion with one or two doses and priming after one dose. Discussion: the findings demonstrate considerable priming with IPV at age 6 weeks, comparable immunogenicity of tOPV and bOPV, and inferior immunogenicity of one-fifth f-IPV compared with IPV. If IPV-induced priming at age 6 weeks is similar to that at age 14 weeks, then IPV could be administered at a younger age and possibly with a higher coverage.

	  TOPV
	bOPV
	Intramuscular IPV
	Intradermal fIPV
	Intradermal fIPV + bOPV

	Serotype 1

	Seroconversion by
	178/205
	189/203
	57/161
	20/155
	173/211

	14 weeks, n (%)
	(86.8)
	(93.1)
	(35.4)
	(12.9)
	(82.0)

	Priming response
	–
	–
	78/86
	91/109
	–

	by 15 weeks, n (%)
	
	
	(90.7)
	(83.5)
	

	Cumulative effect
	–
	–
	124/132
	85.9
	–

	of one dose (priming and
	
	
	(93.9)
	(110/128)
	

	seroconversion), n (%)
	
	
	
	
	

	Seroconversion by
	190/203
	197/200
	148/156
	87.5
	95.7

	18 weeks, n (%)
	(93.6)
	(98.5)
	(94.9)
	(133/152)
	(202/211)

	Serotype 2

	Seroconversion by
	92.7
	6.9
	38.5
	19.4
	25.1

	14 weeks, n (%)
	(190/205)
	(14/203)
	(62/161)
	(30/155)
	(53/211)

	Priming response
	–
	–
	83.5
	72.3
	–

	by 15 weeks, n (%)
	
	
	(66/79)
	(73/101)
	

	Cumulative effect
	–
	–
	90.2
	78.1
	–

	of one dose(priming and
	
	
	(119/132)
	(100/128)
	

	seroconversion), n (%)
	
	
	
	
	

	Seroconversion by
	98.5
	14
	91
	80.9
	81.5

	18 weeks, n (%)
	(200/203)
	(28/200)
	(142/156)
	(123/152)
	(172/211)

	Serotype 3

	Seroconversion by
	84.9
	89.2
	33.5
	14.2
	72.5

	14 weeks, n (%)
	(174/205)
	(181/203)
	(54/161)
	(22/155)
	(153/211)

	Priming response
	
	
	96.6
	87.9
	

	by 15 weeks, n (%)
	
	
	(84/87)
	(94/107)
	

	Cumulative effect
	
	
	97.7
	89.8
	

	of one dose (priming and
	
	
	(129/132)
	(115/128)
	

	seroconversion), n (%)
	
	
	
	
	

	Seroconversion by
	94.6
	94.0
	97.4
	88.8
	93.8

	18 weeks, n (%)
	(192/203)
	(188/200)
	(152/156)
	(135/152)
	(198/211)



Annex A: template acceptance letter
[insert letterhead of the ministry of health or designate with delegated authority]

Date:
/
/ 

Subject: authorization and acceptance letter for the importation and use of fractional IPV

On behalf of the Government of
[country], I accept and agree to the above terms and I request delivery of the vaccine, as described in this letter.

I confirm that a single fractional 0.1 ml dose of IPV for intradermal administration has been authorized by the Government of
[country] for emergency use to respond to the current VDPV2 in the country.

Best regards,
Signed:   

Name:  

Title:   
 [minister or designate with delegated authority to sign for the minister]

Date:   



