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SUMMARY 

A workshop on the procedure for expedited review of imported prequalified vaccines for 
use in national immunization programmes was held in the WHO Regional Office for the Western 
Pacific in Manila, Philippines, from 3 to 7 December 2012. A total of 13 participants from seven 
countries attended the meeting. 

The objectives of the workshop were: 

(1) to provide training on the expedited review procedure using new tools including a 
database to evaluate the registration and licensing documents and to assess required 
samples; 

(2) to discuss requirements and processes for the introduction of expedited review 
procedure for imported prequalified vaccines in selected countries; and 

(3) to develop a country plan of action to establish and implement the registration and 
licensing. 

The five-day extensive workshop was organized by the WHO Regional Office for the 
Western Pacific. Dr John Patrick Ehrenberg, Director of Combating Communicable Diseases, 
provided opening remarks on behalf of Dr Shin Y oung-soo, WHO Regional Director for the 
Western Pacific. The workshop was consisted of several plenary sessions and group work and 
was facilitated by the staff from WHO headquarters and the Regional Office for the Western 
Pacific. 

The sessions on day one were focused on licensing procedures for the importing and 
manufacturing country, the WHO vaccine prequalification process, and the expedited review 
procedures including the database. On day two, the main focus was on vaccinology, vaccine 
production and quality control. Detailed discussion was also held on the production and quality 
control of three vaccines namely diphtheria, tetanus, pertussis and combined vaccines (DTP), 
hepatitis B (HepB) and haemophilus influenza type B (Hib) vaccines. The evaluation of the 
three vaccines and review of technical report series (TRS) was conducted during the plenary and 
group work sessions on day three. On day four of the workshop, detailed discussion of summary 
lot protocol took place, including introduction of inspection of samples, levels and package 
inserts. On day five, a mock application evaluation was performed using expedited review 
procedures. Participants were divided into groups and gave presentations during the plenary 
session. There were also presentations on how to use the national regulatory authority (NRA) 
tool for self-assessment, and how to develop the institutional development plan (IDP). 
Participants were also updated on the formulation of the Regional Alliance for NRAs for 
Vaccines in the Western Pacific. 

The workshop ended with the evaluation and closing remarks by Dr Sergey Diorditsa, 
Expanded Programme on Immunization (EPI) Team Leader in the WHO Regional Office for the 
Western Pacific. 
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1. INTRODUCTION 

A workshop on the procedure for expedited review of imported prequalified vaccines 
for use in national immunization programmes was held in the WHO Regional Office for the 
Western Pacific in Manila, Philippines, from 3 to 7 December 2012. A total of 13 
participants from the seven Member States attended the meeting. 

1.1 Objectives 

(1) to provide training on the expedited review procedure using new tools including 
a database to evaluate the registration and licensing documents and to assess required 
samples; 

(2) to discuss requirements and processes for the introduction of expedited review 
procedure for imported prequalified vaccines in selected countries; and 

(3) to develop a country plan of action to establish and implement the registration 
and licensing. 

1.2 Opening remarks 

Dr John Patrick Ehrenberg, Director, Division of Combating Communicable Diseases, 
WHO Regional Office for the Western Pacific, delivered the opening remarks on behalf of 
Dr ShinY oung-soo, WHO Regional Director for the Western Pacific. Dr Ehrenberg 
welcomed everyone to the workshop. He mentioned that each year, more than 2.5 million 
deaths among children are prevented because of immunization programmes. He stated that 
immunization programmes have grown tremendously to meet the demands of Member States. 
It is important to ensure the quality, safety and efficacy of vaccines through independent 
regulatory systems that apply strict international standards. 

Dr Ehrenberg provided an update of regulatory systems in the Region. As of 
October 2012, only seven countries-including China most recently-have been rated as 
having functional regulatory systems. At present, 19 countries in the Region rely on the 
United Nations procurement system for most of their vaccine needs. This system allows 
countries without a functional regulatory system to acquire safe and effective vaccines. 
However, there is still a need to carry out two regulatory functions: marketing authorization 
and licensing, and vaccine pharmacovigilance including monitoring any adverse events 
following immunization (AEFI). 

Dr Ehrenberg also shared an update on formulating the Regional Alliance for NRAs for 
Vaccines in the Western Pacific to support establishing and/or strengthening the regulatory 
capacity of countries with non-functional national regulatory authorities (NRAs). 

He emphasized that this workshop will include discussions on the newly developed 
WHO procedures to expedite licensing of prequalified imported vaccines for immunization 
programmes. This procedure will help countries fulfil their licensing obligations while they 
take another step towards the creation of functional national regulatory authorities. 

Dr Ehrenberg concluded his remarks by expressing hope for very successful 

deliberations and thanking all participants for attending the workshop. 
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2. PROCEEDINGS 

2.1 Expectations and/or objectives and activity chart 

2.1.1 Expectations and objectives 

Dr Liliana Chocarro, Consultant, WHO headquarters, requested the participants to 
identify and list their expectations. Participants were asked what they expected to learn or 
what new knowledge they would like to acquire by the end of the workshop. After 
participants listed input on a flip chart, Dr Chocarro presented the workshop objectives or 
intended learning objectives, which were compared against the participants' list of 
expectations. 

2.1.2 Activity chart 

The daily activities were performed to support and enhance the positive learning 
climate and to provide the trainers with feedback from the participants. The activities were 
also conducted to make the participants feel more involved with the workshop and to enhance 
individual and group participation. Each day of the workshop started with a warm-up 
exercise (energizer) to create an enjoyable environment and to help participants focus on the 
day's activities. This warm-up technique was repeated every day after lunch. The day's 
session started with an overview of the agenda, including the person responsible for that day. 
Each day concluded with an evaluation which provided participants the opportunity to 
express positive and negative thoughts about the workshop activities. All activities on day 
one were first demonstrated by the trainers then conducted by the participants. Dr Chocarro 
posted the activity chart on the wall for participants to volunteer for and indicate selected 
activities. 

2.2 Licensing 

2.2.1 Licensing by the manufacturing country 

Dr Carmen Rodriguez Hernandez, Scientist, Quality, Safety and Standards, WHO 
headquarters, presented the responsibilities of the national regulatory authority (NRA) of the 
manufacturing country regarding licensing of vaccines, and explained in detail the type and 
depth of information submitted in a licensing dossier. The common technical document 
(CTD) model was presented to show the extent of the information that the manufacturer 
presents in the dossier. The European Medicines Agency (EMA) scientific opinion was also 
presented. 

2.2.2 Licensing by the importing country 

Dr Chocarro asked the participants to list the information they thought should be 
required by the NRA from importing countries to license vaccines. Participants were 
instructed to only list their answers on a flip chart, with no additional input or judgments. The 
list prepared by the participants included the following: 

(1) information on local representative of the manufacturer; 

(2) prequalification status; 

(3) certificate of registration in the country of origin; 
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( 4) list of countries where the vaccine is marketed; 

(5) GMP certificate from the NRA of country origin; 

(6) Certificate of Pharmaceutical Product (CPP); 

(7) quality data; 

(8) release of one lot by the NCL of importing country; and 

(9) site master file. 

Some country participants commented that in cases of public health emergencies, no 
registration is required. This list was put aside for use at another group exercise after the 
presentation on prequalification. 

2.3 Prequalification of vaccines 

Dr Nora Dellepiane de Rey Tolve, Scientist, Quality, Safety and Standards, WHO 
headquarters, presented the prequalification procedure, objectives of vaccine prequalification, 
conditions for acceptance of applications, stakeholders in the vaccine prequalification 
process, steps of the procedure, detailed information evaluated in the product summary file 
(PSF), involvement ofNRA of manufacturing country, site visits and testing. 

Dr Chocarro requested the participants to reconsider the list they prepared in view of 
the new knowledge regarding the evaluation done by WHO according to the prequalification 
process. This was to help participants understand that some items on the list are not necessary 
since they are checked not only by the NRA of the manufacturing country but also by WHO. 

2.4 The Procedure for Expedited Review 

Dr Anil Kumar Chawla, Scientist, Quality, Safety and Standards, WHO headquarters, 
presented the origin of the procedure, the initial consultation process, consensus and fmal 
version, responsibilities ofNRAs of importing countries and WHO, scope of the procedure 
for scenario 1 (countries that procure vaccines through United Nations agencies) and 
scenario 2 (countries that procure prequalified vaccines directly from the manufacturer). The 
timelines for each scenario were presented for traditional and new vaccines. 

Dr Rodriguez Hernandez explained in detail the documents that the NRA of an 
importing country must request from the manufacturer, the samples and the printed material. 
Templates of the documents were provided to help participants become familiar with such 
documents. Annex 1 a contains the application for regulatory review using the expedited 
procedure for imported vaccines for national immunization programmes, to be provided by 
the manufacturer to the importing country NRA. Annex 1 b has the initial information 
provided by WHO to the importing country NRA verifying the prequalification process, 
duration, conditions, if any, for prequalification, and providing specifications. The form in 
Annex 1c is for use by WHO to regularly update the importing country NRA should there be 
changes in the prequalification status, based on assessments by WHO and/or the United 
Nations procurement agency. The form in Annex ld is to be used for national regulatory 
approval and is sent as a report to WHO within 30 working days of receipt of information. 

Ms Rodriguez Hernandez also explained that the summary lot protocol document, 
which summarizes the whole production and quality control of the vaccine, would be 
provided to participants for them to work on during the week. 
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Dr Chocarro distributed cards with steps of the procedure for participants to place in 
order on the wall. This exercise allowed participants to validate whether they understood the 
sequence of steps and the rationale for the chronological order. 

2.4.1 Procedure for Expedited Review: Database 

Dr Chawla presented the internet-based platform created to allow manufacturers, NRAs 
of importing countries and WHO to upload and download information and documents related 
to applications for registration of prequalified vaccines. Participants acted as NRAs of 
different importing countries while Dr Chawla demonstrated how information is entered on 
the website, displayed in the database, immediately updated and accessible by authorized 
stakeholders. 

2.4.2 Procedure for Expedited Review: Exercise 

The presentation was followed by an exercise to further demonstrate the database. One 
of the participants took the role of a representative of manufacturer. A second participant 
took the role of WHO and the third participant took the role of an NRA which licenses the 
product through the expedited procedure. The whole exercise was conducted using the 
database. 

2.4.3 "What do I need to know?" exercise 

Dr Chocarro requested participants to review the model summary lot protocol for the 
pentavalent vaccine and list what they needed to know in order to be able to perform a critical 
review of a summary lot protocol. The participants' list included: production and quality 
control of vaccines, vaccinology, immunology, formulation, how doses are defined, 
requirements for specific vaccines, specifications and stability. This exercise was intended to 
make participants aware of the kind of scientific background required for a regulator to be 
able to evaluate the information contained in a summary lot protocol, as this background is 
usually underestimated. 

2.5 Introduction to vaccinology 

Dr Sergey Diorditsa, Expanded Programme on Immunization (EPI) Team Leader, 
WHO Regional Office for the Western Pacific, presented an overview on vaccines, including 
differences between drugs and vaccines, what a vaccine is, how vaccines work, importance of 
immune response for the individual and the community, herd immunity, how efficacy and 
safety are tested, and outcomes of the clinical studies. 

2.6 Production and quality control of vaccines 

Dr Chawla presented an overview of the different types of vaccines according to the 
nature of the antigen and the type of production, the concept of master and working seeds, 
master and working cell banks, types of cell substrates, critical starting materials, intermediate 
products, in-process control, testing of starting materials, intermediates and finished product. 
The presentation included images of equipment used in manufacturing plants. 

2.6.1 Production and quality control of diphtheria, tetanus, pertussis and combined 
vaccines (DTP) 

Dr Chawla explained in detail the production of components D, T and P, from the 
starting materials, intermediate products up to the fmal bulks. 
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Dr Dellepiane de Rey Tolve gave a presentation on all the testing done on each of the 
D, T and P components, from the starting materials, to bulks, and to the finished product. 

2.6.2 Group exercise 

A group exercise was conducted to help participants put the new knowledge into 
practice. Flip charts with pre-written steps of production forD, T and P bulks were posted on 
the wall. Cutouts with written tests forD, T and P components were then distributed to all 
participants who were instructed to place the cutouts beside the corresponding step of 
production. This allowed the participant to recapitulate the production steps and link them to 
the required quality control testing at each step. 

2.6.3 Production and quality control of hepatitis B vaccine 

Dr Chawla presented the production of Hepatitis B vaccine, including preparation of 
master and working cell banks, propagation, purification of Hepatitis B surface antigen 
(HBsAg), up to bulk. Dr Rodriguez Hernandez presented all the controls on starting 
materials, in-process controls and bulk. They also explained how the bulk is formulated to 
obtain the final product. 

2.6.4 Group exercise 

After the presentation, the facilitators posted the steps of production on the wall and 
distributed cutouts with written tests. The participants were then asked to place the tests 
beside the corresponding step of production. This was similar to the previous exercise and 
allowed the participant to recapitulate the production steps and link them to the required 
quality control testing at each step. 

2.6.5 Production and quality control ofhaemophilus influenza type B (Rib) vaccine 

Dr Chawla presented the detailed steps ofHib vaccine production, including selection 
of strains, propagation, all the controls on starting materials, in process controls and bulk. 

2.6.6 Group exercise 

The presentation was followed by a group exercise in which two groups competed to 
complete the linking of production to quality control steps. It was a playful exercise which 
helped participants remember the linkage. 

2.6.7 Summary of concepts learnt and quiz 

At the end of day two, Dr Rodriguez Hernandez and Dr Dellepiane de Rey Tolve 
facilitated a session to review all the topics presented during day one and two to prepare the 
participants for a quiz that would take place in the morning of day three, before engaging in 
activities that would require the use of the concepts learnt. On day three, a quiz was 
conducted which covered immunology, types of vaccines, production steps, reagents used 
during production and in formulation, cell cultures, conjugation and other concepts. After the 
participants completed the quiz, they were mixed and redistributed randomly to record the 
number of right answers in an anonymous fashion. 

Eleven out of seventeen questions had a correct answer of more than 50%. 
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2.7 Evaluation and review of technical report series (TRS) 

2.7.1 Review ofTRS hepatitis B vaccine 

In order to prepare to read the TRS of the pentavalent vaccine, 
Dr Dellepiane de Rey Tolve provided an overview on the format and content of WHO 
recommendations published in the TRS, and guidance for a thorough review of the 
documents. 

2.7.2 Group exercise 

Since participants would work in groups in later activities, Dr Chocarro divided the 
participants into three groups using pieces of puzzles for three different images. The three 
groups were then instructed to read the TRS of hepatitis B vaccine, then DTP vaccine and Hib 
vaccine. 

2.8 .summary lot protocols (SLPs) 

Dr Dellepiane de Rey Tolve distributed the summary lot protocol of one lot of 
pentavalent vaccine. Participants were asked to look at the model SLP of pentavalent vaccine 
in the corresponding TRS and compare the SLP completed by the manufacturer with the 
WHO model SLP, and check how the items followed the order of the items in the TRS. 

2.8.1 Checklist for review of SLPs of pentavalent vaccine 

In the morning of day four, participants were instructed to work in groups and design a 
checklist for the critical review of the SLP of pentavalent vaccine. Afterwards, 
Dr Rodriguez Hernandez facilitated a session wherein the checklists were compared with a 
checklist validated by WHO. This checklist would later be used for the critical review of 
SLPs in a mock application. The rationale for the preparation of the checklist was discussed 
at length. 

2.8.2 Evaluation ofSLPs of pentavalent vaccine 

Using the prepared checklist, participants, working in groups, reviewed the SLP of one 
lot of pentavalent vaccine. This exercise was designed to train the participants to review the 
SLPs of three consecutive lots in the mock application on day five. 

Participants were asked to present the outcome of the review and provide comments on 
the findings and difficulties with the review. 

2.9 Inspection of samples, package inserts and packing materials 

Dr Rodriguez Hernandez gave a presentation on inspection of samples, labels and 
package inserts. She showed boxes with ice packs containing samples to show how they are 
prepared for shipment. She distributed samples of pentavalent vaccine, copies of package 
inserts, labels and boxes. Participants were advised to familiarize themselves with and 
inspect the vials, as well as the other materials provided. 

2.10 Mock application: distribution of packages and instructions 

At the end of day four, facilitators distributed a mock application package which 
contained the expedited review application form (Annex 1a), form for provision of 
prequalifications requested from WHO (Annex 1 b), and form for updating information on 
regulatory status, packaging and other information that may impact the product's continuing 
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suitability for use in national immunization programmes for use by WHO (Annex 1c), NRA 
lot release certificates from the country of origin, a list of countries where the product is 
licensed and marketed, summary lot protocols of three final lots derived from three 
consecutive bulk lots for consistency determination, samples, package inserts, labels, primary 
and secondary packaging. The checklist for reporting product compliance (Annex 1 d) was 
also distributed to be used for the preparation of the report upon completion of the evaluation. 

Groups were advised that since they would work on the evaluation the following day, 
they should start reviewing and familiarizing themselves with the documents in the package. 
On day five, the groups evaluated the documents and samples were provided. After the 
review, the groups presented their findings. 

2.11 Implementation of the expedited procedure and post-registration activities 

The implementation of the procedure will be done through individual country 
follow-ups and through formation of a regional task force. The task force will be coordinated 
through the WHO Regional Office for the Western Pacific and will include experts from 
NRAs of the regions with experience in implementing the procedure. The manufacturers 
which already supply WHO with prequalified vaccines in the Region will be encouraged to 
apply for registration, according to the procedure and in close coordination with WHO and 
the interested NRA. 

2.12 Institutional development plan update 

Dr Md. Shafiqul Hossain, BPI Technical Officer, WHO Regional Office for the 
Western Pacific, started his presentation with the situation of global and regional vaccine 
production and its market. There were 63 vaccine-producing countries in 1990 globally, and 
only 44 in 2012. Global and regional initiatives and collaborations always help to build the 
immunization and regulatory systems in countries. National regulatory authority (NRA) 
systems are vast and play a critical role in ensuring the quality, safety and efficacy of 
immunization programmes involving both traditional vaccines and newly introduced 
vaccines. 

Dr Hossain shared WHO's goals for assured quality vaccines in countries in the 
Region. In the regulatory context, there are many strengths and weaknesses and many 
countries have the potential to strengthen their system. He also shared some regulatory 
challenges faced by regulators during the 2009 A (HlNl) pandemic. 

He showed the status of self-assessment and development of institutional development 
plan (IDP) in some selected countries in the Region and described the activities necessary for 
establishing/strengthening NRA systems in those countries. He also described WHO's 
five-step capacity-building process. Finally, he shared the WHO NRA tools and practice with 
the participants for self-assessment. 

2.13 Formulating Regional Alliance for NRAs for Vaccines in the Western Pacific 

Dr Hossain summarized and provided an update on formulating the Regional Alliance 
for NRAs for Vaccines in the Western Pacific. 

He started with the status ofNRAs in the Region. As of November 2012, seven 
countries have been documented as having functional regulatory systems that meet WHO 
criteria. However, many other countries in the Region have the potential to develop and 
strengthen their national regulatory authority systems and relevant regulatory functions. In 
terms of building national regulatory capacities, many countries in the Region have expressed 



- 8 -

a need to increase exchange of regulatory information and expertise through collaborative 
exchange programmes. During the first NRAs workshop for vaccines in 2011 in Seoul, the 
Republic of Korea, participants from Member States proposed to formulate a regional alliance 
for effective and efficient coordination to support the establishment and/or strengthening of 
NRA systems and required functions in all countries with non-functional NRAs. As per the 
conclusions from that meeting, the WHO Regional Office for the Western Pacific organized 
an informal task force meeting in May 2012 in Canberra, Australia, to fmalize a draft concept 
paper including a road map and workplan for the proposed regional alliance. The final draft 
concept paper, road map and workplan will be shared with Member States and fmalized as a 
document at the second NRA workshop which is planned for March 2013. 

3. CONCLUSIONS 

Participants noted their agreement with the proposed implementation plan (Annex 2). 



ANNEXl 

List of documents 

1a. Expedited review application form 

Part 1. General information 

1.1 Information about the manufacturer: include name and address of the 
manufacturing site(s), telephone and facsimile numbers, 24-hour telephone 
numbers and e-mail addresses of principal contacts. If the application is being 
submitted by a distributor within the importing country, this information should 
also be provided for the distributor. 

1.2 Name of officer responsible (pharmacist responsible) and contact addresses, 
telephone numbers, and e-mail addresses, if not provided in Part 1.1. 

1.3 Names and addresses, including telephone and facsimile numbers, and e
mail addresses of principal contacts for this particular product, of the National 
Regulatory Authority, and of the National Control Laboratory (or designated 
contract laboratory if different). 

Part 2. Vaccine composition, presentation, and schedules 

2.1 Name of the product; both generic name and brand name if applicable. 

2.2 Composition of the product. 

2.3 Description of the presentation, including diluent if applicable; forms, dose 
sizes, types of containers, Vaccine Vial Monitor (VVM) type used, and description 
of application devices (e.g. syringes, droppers) to be delivered with the vaccine, if 
applicable. 

2.4 Schedule recommended, and administration route. 



Part 3. Provided with this application 

Samples of vials, ampoules of diluents, labels, boxes, package inserts and 
corresponding labelling to be provided in preferred language (selection of English, 
French, Spanish, Russian, or Portuguese, according to preference of the importing 
country): 

• 1 0 units each of the following three final lots produced from three consecutive 
bulk lots of product, including relevant packaging listed above; 

• copy of package insert; 

• NRA batch release certificates for the three final lots listed above; 

• summary lot protocols for the three final lots listed above; 

• prequalification status form filled in and signed by WHO (see Annex 1 b) . 

Date submitted: Name and title of person 
submitting application (typed): 



1 b. Form for provision of prequalification status and specifications 
requested from WHO 
Information provided to:------------------
(name and country of NRA using expedited review procedure for this product) 

The product: _______________________ _ 

Manufactured by:--------------------

Located at:------------------------ (include 

any additional clarification needed for the manufacturing site) 

Distributed by:---------------------- (if relevant) 

Under the ongoing regulatory oversight of: (insert 

name of National Regulatory Authority and National Control Laboratory as applicable) 

Provided in: dose (vials/ampoules) supplied: 

• with diluent in (vials/ampoules); 

• with syringes (description); 

• with droppers. 

WHO-prequalified as of: ______ (date) 

The following conditions (if any), are attached to the prequalification status: 



The prequalification status will be reassessed in: ______ (month, year) unless a 

decision, based on history, is made to waive the reassessment process. WHO will 

advise the recipient of this form if, as a result of the reassessment, or for any other 

reason the prequalification status is withdrawn. 

The vaccine listed above meets the following specifications: (insert packaging 

specifications, relevant TRS documents, and product specifications if different from 

those stated in the TRS, and WM type). 

A copy of the sample product insert for the product is attached. 

As part of the granting of prequalification status, the manufacturer and the NRA agree to 

keep WHO updated on an ongoing basis relative to verification of ongoing GMP 

compliance, AEFI monitoring, and control of variations. In the event that prequalification 

and/or national regulatory approval are withdrawn, WHO will provide the addressee 

named above with a notification to that effect, along with a brief summary statement 

explaining the reason for withdrawal. 

Signed below by the WHO designated officer responsible for prequalification of 

vaccines: 

Date: Name and title (typed): 

cc: UN procurement agency 



1c. Form for updating information on regulatory status, packaging 
and other information that may impact the product's continuing 
suitability for use in national immunization programmes, for use by 
WHO 

Information provided to: ------------------
(name and country of NRA using expedited review procedure for this product} 

The product: _____________________ _ 

Manufactured by: --------------------

Located at:---------------------- (include any 

additional clarification needed for the manufacturing site) 

Distributed by: --------------------- (if relevant) 

Under the ongoing regulatory oversight of: (insert 

name of National Regulatory Authority and National Control Laboratory as applicable) 

Provided in: dose (vials/ampoules) supplied: 

• with diluent in (vials/ampoules); 

• with syringes (description); 

• with droppers. 

WHO-prequalified as of: ______ (date). 

The following conditions (if any), are attached to the prequalification status: 

On the basis of information provided to WHO and the UN procurement agency by the 

manufacturer and the NRA, or as a result of reassessment activities by WHO, the 

product has undergone a suspension of prequalification status due to: 

• withdrawal from the market; 

• withdrawal of national regulatory approval; 

• unsatisfactory reassessment; 

• unsatisfactory field performance. 

Additional comments:------------ - --------

Date: Name and title of WHO Prequalification Officer: 



1d. Checklist for reporting product compliance 

(Form to be used for national regulatory approval and sent as report to WHO 
within 30 working days of receipt of information.1 Send via WHO country 
representative and respective Regional Office, to Prequalification Officer 
ivb@who.int). 

Name of product: - ------------------

Manufacturer: ----------------------
Presentation:----------------------

Prequalification Status: _(l.::D:<..>a~te""')l---l('""'C,_,o"-.!n~d~iti~o.!..,!;ns~>~---------

Product received in "'"'(C=-'o=u=n=trv......._> ___ _ 

• through UN procurement; 

• through direct procurement (name of distributor if applicable). 

Lot numbers assessed for consistency and conformity: 

• Application form complete including WHO documentation of prequalification 

status; 

• Summary Lot Protocols reviewed and indicated compliance with specifications in: 

UN tender; 

TRS number. 

• Product leaflet consistent with sample product insert; 

• Product label and inner box match TRS number; 

• Product label, samples, and inner box consistent with each other; 

• Product label, samples, and inner box match Summary Lot Protocols; 

• WM and relevant temperature-monitoring devices present (as per 

WHO/IVB/05.23); 

• If relevant,2 information on clinical data that were reviewed and found satisfactory 

by a national or international committee of experts available (provide mechanism, 

e.g. expert national or international panel, regional forum, etc.); 

1 Except in cases of products for which clinical data review is needed (products prequalified with conditions 

indicated in Form 1b), for which the time frame is extended to a total of 120 working days. 

2 Only for products prequalified with conditions indicated in Form 1 b. 



Other observations: ______________ ________ _ 

Decision: 

Product is approved for distribution in (country name): _____ until (month/year) : 

______ or WHO prequalification status lapses, whichever comes first. 

Product is NOT approved for distribution (attach detailed justification). 

Date: Name and title of officer responsible: 

Send via WHO country representative and respective Regional Office to Prequalification 
Officer, vaccines@who.int. with a copy to UN procurement agency, unless product 
received through direct procurement. 





ANNEX2 

Proposed Implementation Plan 

1. Review national regulations, procurement process (if relevant), vaccine import 
procedures, and any other processes that might be affected by adoption of the 
procedure, Procedure for expedited review of imported prequalified vaccines for use 
in national immunization programmes. 

2. In the event that changes are needed, implement them so that the procedure can be 
adopted. The changes should be kept as simple as possible, and WHO can assist 
with this process. 

3. Adapt (if necessary) and adopt the procedure as part of the national regulatory 
process applying to vaccines for use in national immunization programmes. Note that 
as this process may take some time, countries may wish to start the process using 
the final draft guidelines. 

4. Adapt and print the necessary forms (Annexes 1 a, 1 b, and 1 d). Note that Annex 1 c is 
for use by WHO. 

5. Build in a transition period during which all prequalified vaccines eligible for the 
immunization programme can receive regulatory review. There will be no 
differentiation between nationally non-approved and approved vaccines sourced 
from UN agencies. 

6. Select one or more manufacturers to start the process. These could be selected 
based on the proportion of current vaccines produced by them, with the intention that 
all products should be covered in as short a time as possible. Contact each 
manufacturer to inform them that the NRA is now accepting applications for the 
expedited review procedure, and provide the national forms. 

7. Receipt of the application from the manufacturer. Note that the provision of 
information from WHO indicates that WHO has added your NRA to its tracking 
system for the expedited review process. 

8. Review the application and provide Form 1d to WHO and to the manufacturer (with a 
copy to the UN procurement agency, if applicable), within the required time frames. If 
the decision is negative, provide appropriate justification. 

9. Add the product information to the national approved drug list and monitoring system. 

10. Select a second manufacturer and repeat the process, until all the prequalified 
suppliers providing vaccines for the national immunization programme have received 
expedited regulatory review. 
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ANNEX3 

LIST OF PARTICIPANTS AND SECRETARIAT 

1. PARTICIPANTS 

Dr Narin Nhem, Officer of Trade Bureau, Department of Drugs and 
Food, 49D, st 261, Sangkat Boeung Salang, Khan Toul Kork, 
Phnom Penh. Tel. No.: 855 012 916099. Fax No.: 855 23 426 034. 
Email : c_hong@online.com.kh 

Mr Hi em SOKHEM, Deputy Chief of Registration Bureau, Department 
of Drugs and Food, H.151-153, BL KamPuchea Krom, Phnom Penh. 
Tel. No: 855 92 56 78 98. Fax No.: 855 23 426 034. 
Email : hiemsokhem@yahoo.com 

Mr Bounxou Keohavong, Deputy Chief, Drug Control Division, 
Food and Drug Department, Ministry of Health, Simuang Road, 
Vientiane Capital. Tel. No.: 856-21 214013-14. 
Fax No.: 856-21 214015. Email : kbounxou@yahoo.com 

Dr Munkhtsetseg Chunt, Adviser to the Minister of Health, Ministry of 
Health, Government Building VIII, Olympic street-2 Sukhbaatar district, 
Ulaanbaatar 14210. Tel. No.: 976-99 136244. 
Fax No.: 976-11 320916. Email : munkhuu828@yahoo.com 

Ms Bolortuya Tsolmonbaatar, Officer In Charge, Registration of 
Medicines, Biologically active products and vaccines, Division of 
Pharmaceuticals and Medical Devices, Ministry of Health, Government 
Building VIII, Olympic street-2 Sukhbaatar district, Ulaanbaatar 14210. 
Tel. No: 976-99008182. Fax No.: 976-11320916. 
Email : boloro_1224@yahoo.com 

Ms Jonila Kepas, Manager, Pharmaceutical Services Standards 
Department of Health, P.O. Box 807, Waigani, National Capital District. 
Tel. No.: 675 301 3887. Fax No.: 675 323 1631. 
Email : jjonilak248@gmail.com 

Mr Vali Karo, Manager, Medical Supplies Procurement and Distribution 
Department of Health, P.O. Box 807, Waigani, National Capital District. 
Tel. No.: 675 301 3888. Fax No.: 675 323 1631. 
Email : vali_karo@health.gov.pg 

Ms Grace Medina, Food-Drug Regulation Officer III, Food and Drug 
Administration, Filinvest Corporate City, Alabang, Muntinlupa. 
Tel. No. : 632 857-1900. Facsimile: 632 807-8511. 
Email : magracia_medina@yahoo.com 

Ms Rowena Velasco, Food-Drug Regulation Officer II, Food and Drug 
Administration, Filinvest Corporate City, Alabang, Muntinlupa. 
Tel. No.: 632 809-5596. Facsimile: 632 807-8275. 
Email : wenski-jaru@yahoo.com 



ANNEX3 

SOLOMON 
ISLANDS 

VANUATU 

Mr William Desmond Horoto, Manager, National Medical Stores, 
Ministry of Health and Medical Services, P.O. Box 349, Honiara. 
Tel. No.: 677 30890. Fax No.: 677 30891. 
Email : willieh@nms.gov.sb 

Mr Timmy Manea, Director of Pharmacy, Ministry of Health and 
Medical Services, Pharmacy Division, P.O. Box 349, Honiara. 
Tel. No.: 677 30895. Fax No.: 677 30891. 
Email : timanea052@gmail.com 

Mr Wilson Lilip, Manager, Central Medical Stores, Ministry of Health 
Private Mail Bag 9101, Port Vila. Tel. No.: 678 24417. 
Fax No.: 678 26113. Email : wlilip@vanuatu.gov.vu 

Mr Leonard Tabilip, National EPI Coordinator, Ministry of Health 
Private Mail Bag 009, Port Vila. Tel. No.: 678 22512. 
Fax No.: 678 25438. Email : ltabilip @vanuatu.gov.vu 

2. SECRETARIAT 

Dr Sergey Diorditsa, Team Leader- Expanded Programme on Immunization, World Health 
Organization, Western Pacific Regional Office, U.N. Avenue, 1000 Manila, Philippines. 
Tel. No.: 632 528 9045 Facsimile: 632 521 1036. E-mail : diorditsas@wpro.who.int 

Dr Md Shafiqul Hossain, Technical Officer, Expanded Programme on Immunization 
World Health Organization, Western Pacific Regional Office, U.N. Avenue, 1000 Manila, 
Philippines. Tel. No.: 632 528 9033. Fax No.: 632 521 1036. E-mail: hossains@wpro.who.int 

Dr K.lara Tisocki, Senior Technical Officer, Essential Medicines and Technologies, World Health 
Organization, Western Pacific Regional Office, U.N. Avenue, 1000 Manila, Philippines. 
Tel. No: 632 528 9026. Fax No.: 632 521 1036. E-mail : tisockik@wpro.who.int 

Dr Anil Kumar Chawla, Scientist, Quality, Safety and Standards, World Health Organization 
Avenue Appia 20, CH-1211, Geneva 27, Switzerland. Tel. No.: 41 22 79 15566. 
Fax No.: 41 22 79 14384. Email : chawlaa@who.int 

Dr Nora Dellepiane De Rey Tolve, Scientist, Quality, Safety and Standards, World Health 
Organization, Avenue Appia 20, CH-1211, Geneva 27, Switzerland. 
Tel. No. 41 22 791 4788/2051. Fax No.: 41 22 7914384. Email : dellepianen@who.int 

Dr Carmen Rodriguez Hernandez, Scientist, Quality, Safety and Standards, World Health 
Organization, Avenue Appia 20, CH-1211, Geneva 27, Switzerland. 
Tel. No.: 41 22 7914362/2051. Fax No.: 41 22 7914384. 
Email : rodriguezhernandezc@who.int 

Dr Liliana Chocarro, WHO Consultant, 1479 Karenza Road, Mississauga ON L5J 3WS 
Canada, Tel. No.: 1 905 916 0557. Email : chocarrol@gmail.com 



WORKSHOP ON PROCEDURE FOR EXPEDITED REVIEW FOR IMPORTED PREQUALIFIED VACCINES FOR USE IN IMMUNIZATION PROGRAMMES 
Manila, Philippines, 3-7 December 2012 

Time Monday, 3 Dec 2012 Time Tuesday, 4 Dec 2012 Time Wednesday, 5 Dec 2012 Time Thursday, 6 Dec 2012 
08:00-08:30 Registration 08:20-08:30 Warm-up 08:00-08:15 Warm-up 08:30-08:40 Warm-up 

L Opening ceremony 

08:30-08:45 Opening remarks 08:30-08:35 Programme of the day 08:15-08:20 Programme of the day 08:40-08:45 Programme of the day 

08:45-09:00 Self-introduction 08:35-08:50 11. Expedited procedure- 08:20-08:35 18. Review quiz 08:45-09:45 22(b) Summary Lot 
Required knowledge Protocols: Preparation of 

checklist for evaluation of 
SLPs of DTP-HepB-Hib 

09:00-09:10 Administrative 08:50-09:20 12. Introduction to 08:35-09:00 19(a) Evaluation of HepB 09:45-10:30 22(c) Summary Lot Protocols 
announcement vaccinology vaccine: Review of TRS-guidance -verification of checklist 

09:10-09:30 Group photo 09:20-09:50 13. Introduction to 09:00-09:15 19(b) Review ofTRS HepB 
production and QC of vaccine- Separation of groups 
vaccines 

09:30-09:40 2. Distribution of survey 09:50-10:30 14(a) Production of DTP 09:15-10:15 19(c) Evaluation of HepB 
questionnaires vaccine vaccine: Review of TRS-

production and quality control 
09:40-10:00 3. Objectives & 10:15-10:30 19(d) Evaluation of HepB 

expectations vaccine: Review ofTRS/summary 

10:00-10:05 4. Activity chart 
10:05-10:35 5. Licensing by 

manufacturing country 
10:35-ll.lOO COFFEE BREAK 10:30-U :OO COFFEE BREAK 10:30-11:00 COFFEE BREAK 10:30-11:00 COFFEE BREAK 
11:00-11:30 6. Licensing by importing 11:00-12:00 14(b) QC of DTP vaccine 11:00-12:10 20(a) Evaluation of DTP vaccine: 11:00-12:10 23(a) Evaluation of SLP of 

country Review of TRS Pentavalent Vaccine 

11:30-12:30 7. Prequalification- 12:00-12:30 14(c) DTP- Q&A/summary 12:10-12:30 20(b) TRS of DTP yaccine: 12:10-12:30 23(b) Summary SLP-
illustrated lecture Summary/discussion Pentavalent vaccine 

12:30-13:30 LUNCH BREAK 12:30-13:30 LUNCH BREAK 12.:30-13:30 LUNCH BREAK 12:30-13:30 LUNCH BREAK 
13:30-13:45 Energizer 13:30-13:45 Energizer 13:30-13:45 Energizer 13:30-13:45 Energizer 

13:45-14:15 8. Exercise: reconsider 13:45-14:45 15(a) Production and QC of 13:45-15:00 21(a) Evaluation ofTRS of Hib 13:45-14:15 23(c) Discussion on SLP 
licensing by importing HepB vaccine vaccine: group work review 
country 

14:15-15:00 9(a) Expedited procedures 14:45-15:00 15(b) HepB-Q&A 14:15-15:00 24(a) Introduction to 
inspection of samples, labels 
and package inserts 

15:00-15:30 cOFFEE BREAK 15:00-15:30 COFFEE BREAK 15:00-15:30 COFFEE BREAK 15:00-15:30 COFFEE BREAK 
15:30-16:10 9(b) Expedited 15:30-16:30 16(a) Production and QC of 15:30-15:45 21(b) Evaluation of TRS of Hib 15:30-16:45 24(b) Evaluation of 

Procedures- Required Hib vaccine vaccine: Summary/discussion samples, labels & package 

documents inserts 

16:10-16:30 9(c) Expedited procedure- 16:30-16:45 16(b) Hib vaccine- Q&A 15:45-16:45 22(a) Summary Lot Protocols- 16:45-17:00 25(a) Distribution of mock 

Summary introduction application package and 
instructions 

16:30-16:50 lO(a) Expedited 16:45-17:00 17. Summary of the day 16:45-17:00 Evaluation ofthe day 17:00-17:15 Evaluation of the day 

procedure-Database 

16:50-17:00 10(b) Results of survey 17:00-17:15 Evaluation of the day 
Questionnaire 

17:00-17:15 Evaluation of the day 

18:00-20:00 RD's reception (Pan Pacific) 

Times 
08:30-08:40 

08:40-08:45 

08:45-10:00 

10:00-10:30 
10:30-12:30 

12:30-13:30 
13:30-13:45 
13:45-14:45 

14:45-15:15 

15:15·15:30 
15:30-16:10 

16:10-16:30 

16:30-16:50 

16:50-17:10 

29 NOVEMBER 2012 

Friday, 7 Dec 2012 
Warm-up 

Programme of the day 

25(b) Mock application 
evaluation 

COFFEE BREAK 
Mock application 
evaluation- Continued 

LUNCH BREAK 
Energizer 

25(c) Mock application: 
Presentation of reports 

26. Implementation of the 
expedited procedure and 
post-registration activities 

COFFEE BREAK 
27(a) WHO NRA tool- self 
assessment and IDP update 

27(b) Update on Regional 
Alliance for NRAs for 
vaccines in WPR 
28. Workshop evaluation 

29. Closing remarks 
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