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Submission Checklist:

 FORMCHECKBOX 
 Signed Entry Form

 FORMCHECKBOX 
 Signed acceptance of policies and guidelines 

       statement

 FORMCHECKBOX 
 Signed Facility of the Year Awards Applicant 

      Release

 FORMCHECKBOX 
 Signed Facility of the Year Awards Applicant 

      Release

 FORMCHECKBOX 
 Entry fee in the amount of US $600 (including 

       signature if paying by credit card)

 FORMCHECKBOX 
 Signed authorization statements for use of all 

       photography from photographers and photography 
       studios on appropriate letterhead

 FORMCHECKBOX 
 Completed electronic submission form

 FORMCHECKBOX 
 Required photos and other collateral material

 FORMCHECKBOX 
 Electronic submissions must be uploaded to
      the FOYA FTP site by the stated deadline.

Questions should be addressed to: Scott Ludlum, ISPE Director of Business Initiatives by 

Tel: +1-813-739-2284 by e-mail: sludlum@ispe.org
www.facilityoftheyear.org










 FORMCHECKBOX 
 Check enclosed payable to ISPE #       in the amount of US $600 (drawn on a US bank)

 FORMCHECKBOX 
 Bill Credit Card: check type
 FORMCHECKBOX 
 Visa
 FORMCHECKBOX 
 MC

 FORMCHECKBOX 
 Eurocard
 FORMCHECKBOX 
 AMEX
CARD NUMBER:      
EXPIRATION DATE:      
CARDHOLDER NAME:      
CARDHOLDER E-MAIL ADDRESS:       






























2008 Facility of the Year Awards Entry Form





Completed Entries Due: 30 November 2007





Competition Schedule�
�
12 October 2007�
Deadline for Intent to Submit form�
�
30 November 2007�
Submission deadline�
�
1 December to 11 January 2008�
Judging panel reviews submissions�
�
13 January 2008�
Judging panel meets to select Category Winners and Facility of the Year Awards Overall Winner�
�
15 January 2008�
Category Winners notified�
�
15 January to 13 March 2008


�
Category Winners develop collateral materials for display at INTERPHEX Philadelphia and at the 2008 ISPE Annual Meeting in Boca Raton, Florida, U.S.�
�
26 to 28 March 2008�
Category Winners attend INTERPHEX Philadelphia and Leadership Dinner�
�
26 October to 29 October 2008


�
Category Winners attend ISPE Annual Meeting where winning facilities are recognized and the 2008 Facility of the Year Awards Overall Winner is announced during Keynote Session�
�






Submittals will be primarily judged on merits of GMP manufacturing scope. 


Ancillary facilities scope are not within the objectives of the awards program.





2. 2007 FOYA Winning Projects are not eligible.





3. Entries must be in the name of the manufacturer, although they may be submitted by a different company on behalf of the manufacturer.





4. All submissions must be approved and signed by the manufacturer.





5. Facilities that have completed construction and major system validation between 1 November 2005 and 30 November 2007 are eligible for submission. Specifically, this means that the facility should be in operation or capable of producing product in accordance with an approved product license. The facility should have been granted an operating license by an appropriate health authority, or be awaiting such approval based on an application that has already been made.





6. Any newly constructed freestanding facility or facility addition or major interior renovation of an existing facility, or substantial improvement to production efficiency, may be submitted.





ISPE, INTERPHEX, and Pharmaceutical Processing magazine invite entries to the Facility of the Year Awards program. The annual awards program recognizes the best new or renovated manufacturing facilities that combine all aspects of the building into a superior working environment. 





The entry form and entry materials are to be submitted to ISPE electronically by the stated deadline. Each submission must include all required information, signatures, and payment in order to be deemed complete. Payment for the entry fee in the amount of US$ 600 must accompany your submission.





Eligibility


1. The competition is open to all GMP manufacturing based projects where a majority of funding and efforts were devoted to buildings, equipment, systems, and manufacturing methodologies deployed to manufacture regulated pharmaceutical drug substances, drug products, medical devices, combination products, and other commercial entities under the purview of the U.S. FDA, and other global regulatory bodies. Some projects may have included laboratories, offices, and other non-GMP support facilities as portions of the project.





An e-mail will be sent to the above-named person confirming authorization. Confirmation from Authorized Signatory must be received by FOYA Committee to constitute completed application.





Signature: �
Date: �
�






TYPE HERE�
affirms acceptance of all policies and guidelines for the 2008 Facility of the Year�
�
Awards Program and officially submits the enclosed materials to be considered a candidate submission for the Awards. In addition, I verify the following to be true of the facility and companies specified in the submission as of the date of signature: 


The facility submitted has completed construction between 1 November 2005 and 30 November 2007. Major systems have been validated and the facility is in operation. Specifically, this means that the facility should be in operation or is capable of producing product in accordance with an approved product license. The facility should have been granted an operating license by an appropriate health authority, or be awaiting such approval based on an application that has already been made. 


The facility has not received a regulatory review or citation indicating that it may not be approved.


The facility is in full compliance with appropriate local, national, and international laws required for operation and production.


There is no additional information known about the organizations involved, or the facility submitted, that by not being disclosed could disparage or damage the integrity of the 2008 Facility of the Year Awards competition and/or its sponsors.


�
�






Judging


A nine person panel of judges will be convened to evaluate all submissions, select five Category Winners, and determine the Overall Winner of the 2008 Facility of the Year Awards Program.


Judging will be undertaken in accordance with the previously described schedule.


ISPE, INTERPHEX, and Pharmaceutical Processing do not endorse any participating companies or submissions and reserve the right to make the final determination as to which entries meet eligibility requirements.


At the discretion of ISPE, INTERPHEX, and Pharmaceutical Processing, submissions not selected as one of the Category Winners may be selected for special merit recognition. This determination is made by the 2008 Judging Panel and confirmed by the sponsors.


Judges will be selected by ISPE, INTERPHEX, and Pharmaceutical Processing and may include experts and industry leaders from manufacturers, equipment suppliers, regulators, design consultants, construction managers, commissioning and validation consultants, universities, and others as ISPE, INTERPHEX, and Pharmaceutical Processing may deem appropriate.








Entry Material and Follow-up


Entry material will not be returned. All material submitted, including photographs, may be used at the discretion of ISPE, INTERPHEX, and Pharmaceutical Processing in Pharmaceutical Engineering, Pharmaceutical Processing, and other industry periodicals and publications free of charge.


2008 FOYA Winners will be notified on or before 15 January 2008.


The Facility of the Year Awards presentations will take place at the 2008 INTERPHEX conference and exhibition in Philadelphia, Pennsylvania, U.S. and at the 2008 ISPE Annual Meeting in Boca Raton, Florida, U.S.


ISPE, INTERPHEX and Pharmaceutical Processing maintain the right to modify and cancel any aspect of the Awards Program.


Awards recipients will be notified before publicity is sent to the media.








Entry Fee and Materials


Entry fee: US $600 - Make check payable to ISPE.


Entry fee may be sent by check submitted electronically, by fax, or by wire transfer. Once payment is received, ISPE will provide the FTP site. 





Entry Materials Required


Entry Form must be completed and signed by the manufacturer.


All entries are to be submitted in English.


A US $600 entry fee is to accompany submission.


A signed Facility of the Year Awards applicant release from the submitting organization authorizing ISPE, INTERPHEX, and Pharmaceutical Processing magazine to publish and exhibit submission information must be included.


Signed statement(s) authorizing use of all photography.


Complete submission form including all required photography is to be uploaded to the 2008 FOYA FTP site.








Prospective entrants are requested to submit an indication of intent to submit an entry prior to the date shown on the competition schedule. The form is available at www.facilityoftheyear.org.








Indication of Intent to Submit





Award Category�
Definition�
�
Process Innovation


�
Application of novel process manufacturing techniques on existing and new facilities, including fundamental scientific processing approaches and related applied science-based solutions to existing and new challenges.�
�
Project Execution


�
Application of novel tools and approaches to delivering projects that improved efficiencies, overcame unusual challenges, promoted effectiveness, and organised stakeholders and project team participants in ways that led to successful outcomes.�
�
Equipment Innovation


�
Novel application of commercially available and custom developed process manufacturing and facility management tools, which yielded superior results, advanced processing understanding and improved competitive position. Includes imaginative collaboration with vendors/suppliers/manufacturers.�
�
Facility Integration


�
Application of good design practices and superior conceptual planning which, led to excellent integration of facility and process, yielding efficient, clean, pleasant environments promoting business advantages for staff and enterprise, encouraging excellent processing outcomes. Synergistic merging of process and building to create environment of form and functional excellence.�
�
Energy Efficiency


�
Application of novel approaches, tools, techniques intended to improve effective use of energy and resulting in more efficient processing, utilities support and business advantage.�
�
Operational Excellence


�
Application of modern management techniques aimed to improve operating efficiencies, promote excellent quality, consistency and yield competitive cost of goods from existing and new facilities, processes and manufacturing operations.�
�
Definitions:�
�
1. Total Installed Cost


�
Cost of all equipment and services including engineering and an estimate of manufacturer’s services but excluding land cost, infrastructure, taxes, chemicals and start-up costs.�
�
2. Production facility floor area


�
Total floor area of production facility (not footprint) including all production associated storage, in-process laboratories, and distribution areas but excluding general warehousing, laboratories, and administration areas.�
�
3. Sustainability�
The Brundtland Commission defined sustainable development as development that “meets the needs of the present without compromising the ability of future generations to meet their own needs.” This includes, for example, energy efficiency, and environmental impact.�
�
4. Site Safety: LTIR


�
Lost Time Incident Record (OSHA definition)


Lost Time Incident (ECIA definition) Rate = No. of incidents X 200,000 / number of hours  worked�
�
5. Site Safety: RIR�
Reportable Incident Record�
�
6. Total Direct Cost (TDC)�
Direct cost i.e. as TIC but excluding services cost, owners cost�
�
7. Total Project Cost (TPC)�
As TIC but also including soft cost, owners cost�
�
8. LEED�
US Green Building Council - Leadership in Energy and Environmental Design, Green building rating system�
�
9.L2A 


�
UK Building Regulations Approved Document L2A: Conservation of fuel and power (New buildings other than dwellings)�
�
10. DART�
Ref. Construction Industry Institute - Days away, restricted, or transferred�
�
11. TRIR�
Ref. Construction Industry Institute - Total recordable injury rate�
�






2008 FOYA Categories








* Submitter’s Name / Title (Manufacturer)�
TYPE HERE�
�
* Company / Organisation�
TYPE HERE�
�
* Address�
TYPE HERE�
�
Address 2�
TYPE HERE�
�
* City�
TYPE HERE�
�
*State/Province�
TYPE HERE�
�
*ZIP / Post code�
TYPE HERE�
�
*Country�
TYPE HERE�
�
*Tel.�
TYPE HERE�
�
Fax�
TYPE HERE�
�
*E-mail�
TYPE HERE�
�
Web page�
TYPE HERE�
�
*Primary Contact Person�
TYPE HERE�
�
*Tel.�
TYPE HERE�
�
*E-mail�
TYPE HERE�
�
*Primary Public Relations Contact Person / Title�
TYPE HERE�
�
*Organisation �
TYPE HERE�
�
*Tel.�
TYPE HERE�
�
*E-mail�
TYPE HERE�
�
�
�
Engineering Firm�
TYPE HERE�
�
Primary Contact Person / Title�
TYPE HERE�
�
Address�
TYPE HERE�
�
Address 2�
TYPE HERE�
�
City�
TYPE HERE�
�
State/Province�
TYPE HERE�
�
ZIP / Post code�
TYPE HERE�
�
Country�
TYPE HERE�
�
Tel.�
TYPE HERE�
�
Fax�
TYPE HERE�
�
E-mail�
TYPE HERE�
�
Web page�
TYPE HERE�
�
Primary Contact Person�
TYPE HERE�
�
Tel.�
TYPE HERE�
�
E-mail�
TYPE HERE�
�
Primary Public Relations Contact Person / Title


�
TYPE HERE�
�
Organisation �
TYPE HERE�
�
Tel.�
TYPE HERE�
�
E-mail�
TYPE HERE�
�






2008 Submission Details





Payment Method


Payment by check, wire transfer, or credit card billing information, and authorization in the amount of US $600 MUST accompany submission. Please contact ISPE for additional information about wire transfers.





2008 FOYA Payment Method





CARDHOLDER SIGNATURE:  TYPE HERE�
Date: TYPE HERE�
�






An e-mail will be sent to the above-named person confirming authorization.  Confirmation from Authorized Signatory must be received by FOYA Committee to constitute completed application.








* Project Name�
TYPE HERE�
�
* Location �
TYPE HERE�
�
* Site Information�
TYPE HERE�
�
* Project Mission (50 words) �
TYPE HERE�
�
*The Team�
�
Manufacturer / Owner �
TYPE HERE�
�
Separate Architect (if applicable)�
TYPE HERE�
�
Designer / A/E�
TYPE HERE�
�
Construction Manager�
TYPE HERE�
�
Main / General Contractor�
TYPE HERE�
�
Piping Subcontractor �
TYPE HERE�
�
HVAC Subcontractor�
TYPE HERE�
�
Automation and Control Supplier�
TYPE HERE�
�
Major Equipment Supplier(s) / Contractor(s) 


�
TYPE HERE�
�
Product(s) Manufactured


�
TYPE HERE�
�
Size and Costs�
�
Cost (TIC) of production facility / unit capacity�
TYPE HERE�
�
Cost (TIC) of production facility by floor area�
TYPE HERE�
�
Total Direct Cost (TDC) (excluding services), US$ �
TYPE HERE�
�
Total Project Cost (TPC) (including soft cost), US$�
TYPE HERE�
�
Currency Conversion rate used for local cost to US$�
TYPE HERE�
�
Production capacity e.g. T/yr, units / yr (dosage form, packs)�
TYPE HERE�
�
Cost of production facility / unit capacity�
TYPE HERE�
�
Reactor / bioreactor total volume, m3�
TYPE HERE�
�
Cost of production facility per reactor volume, USD$/ m3�
TYPE HERE�
�
Total production facility floor area, m2�
TYPE HERE�
�
Cost of production facility by floor area, USD$/m2�
TYPE HERE�
�
Percentage Improvement in manufacturing cost (not including overhead)�
TYPE HERE�
�
Any particular equipment sizing / costing�
TYPE HERE�
�
Engineering cost as a percentage of TDC (including engineering)�
TYPE HERE�
�
Construction cost as a percentage of TDC (including commissioning)�
TYPE HERE�
�
Qualification/validation cost as a percentage of TDC (including IQ/OQ, but not PQ/PV)�
TYPE HERE�
�






2008 FOYA Project Data Sheet








Timing�
�
Start date of feasibility / concept study / basis of design (BOD) �
TYPE HERE�
�
Duration of feasibility / concept / BOD, months�
TYPE HERE�
�
Start date of detailed design�
TYPE HERE�
�
Duration of detailed design, months�
TYPE HERE�
�
Construction start date�
TYPE HERE�
�
Construction mechanical completion date�
TYPE HERE�
�
Duration of construction, months�
TYPE HERE�
�
Commissioning and IQ/OQ completion date (ready for performance lots)�
TYPE HERE�
�
Duration of commissioning and IQ/OQ, months �
TYPE HERE�
�
Duration of PQ/PV (performance lots) �
TYPE HERE�
�
Date product first produced�
TYPE HERE�
�
Date license to manufacture granted �
TYPE HERE�
�
Any other project statistics (e.g. number of products handled, length of pipe / cable, number of I/O) (50 word limit)


�
TYPE HERE�
�






2008 FOYA Project Data Sheet








*Applicable regulatory authority? (eg FDA, EMEA, MHLW etc.)


�
TYPE HERE�
�
* Date of inspection (historic or anticipated)�
TYPE HERE�
�
* Top 5 reasons why this facility should win FOYA (250 word limit)


�
TYPE HERE


1.





2.





3.





4.





5.





�
�
Innovation category most applicable (see definitions)


• Facility Integration


• Project Execution 


• Equipment Innovation


• Process Innovation


• Sustainability


• Operational Excellence








�
TYPE HERE�
�
* Provisions in the project for: (must be included in all submissions)


Personnel safety (100 word limit) 


�
TYPE HERE�
�
Construction safety statistics (see definitions), LTIR, RIR, DARTIR, TRIR (100 word limit)





�
TYPE HERE�
�
Total construction hours (100 word limit) 





�
TYPE HERE�
�






2008 FOYA Detailed Information








Hazard control (100 word limit)





�
TYPE HERE�
�
Environmental impact (100 word limit)





�
TYPE HERE�
�
Energy management (100 word limit)





�
 TYPE HERE�
�
Access for people with disabilities (if appropriate) (100 word limit)





�
TYPE HERE�
�
Significant contributions to the pharmaceutical manufacturing industry such as (250 word limit):


Applications of new technology or new applications of old technology


Advances in manufacturing technology


Advances in facility design technology


Advances in equipment design technology


Advances in commissioning/validation technology�
TYPE HERE�
�






2008 FOYA Detailed Information








Significant contributions in project uniqueness and innovation such as (250 word limit):


Originality


Systems integration


Innovative approaches / developments


Systems / facility innovations


Flexibility / adaptability


Facility / process integration / process innovation�
TYPE HERE�
�






2008 FOYA Detailed Information








Significant contributions in quality such as (250 word limit):


Quality standards


Response to environmental challenges


Response to safety challenges


Innovative approaches to cGMPs�
TYPE HERE�
�
Significant contributions in operational excellence such as (250 word limit):


• Reduced down time


• Faster product change over


• Increased efficiency


• Reduced cost of goods


• Reduced labour


• Reduced working capital�
TYPE HERE�
�






2008 FOYA Detailed Information








Significant contributions in excellence in project execution such as (250 word limit):


Project management


Budget control


Organisation


Innovative project delivery


Response to business plan


Change control


Resource management


Schedule control / expediting


Novel strategy


�
TYPE HERE�
�






2008 FOYA Detailed Information








Significant contributions in sustainability such as (250 word limit):


Application of green chemistry


Reduced carbon / total greenhouse gas emissions (metric tonnes CO2 equivalent), trend in annual figures or / process, basis of strategy


Process intensification, reduced waste / improved yield


Waste minimisation e.g. reduced water usage), reduced total waste, trend in annual figures or / process


Energy reduction in (GJ), trend in annual figures or / process


Solvent reduction, usage tonnes, VOC emissions (tonnes), trend in annual figures or / process


Reduction in waste water COD (mg/L)


Areas where policies instituted


Verification of system e.g. ISO 14001


Are general purpose areas (labs, admin) certified? (e.g. meet USA LEED at what level, meet UK L2A)


�
TYPE HERE�
�






2008 FOYA Detailed Information








Photographs: As a minimum you should include the following:


Two exterior 


Four interior 


Two related to category which you are applying 


Two of products 


Other photographs should be only included here where referenced in the text above, and explaining a specific point


�
TYPE HERE�
�






2008 FOYA Detailed Information





An e-mail will be sent to the above-named person confirming authorization. Confirmation from Authorized Signatory must be received by FOYA Committee to constitute completed application.





An e-mail will be sent to the above-named person confirming authorization.  Confirmation from Authorized Signatory must be received by FOYA Committee to constitute completed application.





Signature:�
Date:�
�






Photographs: As a minimum you should include the following:�
�
The following authorization must be provided as written below on separate letterhead by each photographer or photography studio for all photography included in the submission.





I am the original owner of all photography and retain appropriate copyrights. I grant authorization for all materials (slides or prints) submitted for the 2008 Facility of the Year Awards Program application to be used on the Facility of the Year Awards Program Web site, in the magazines Pharmaceutical Engineering and Pharmaceutical Processing, in press releases, or any other legitimate industry periodical free of charge for any or all of the following:


Editorial coverage


Advertising


Promotional Material


Any other purpose deemed necessary by ISPE, INTERPHEX, and Pharmaceutical Processing


�
�






Signature:�
Date:�
�






TYPE NAME HERE�
affirms acknowledgement and acceptance that ISPE, INTERPHEX, and�
�
Pharmaceutical Processing may use any and all information contained in the submission for publicity purposes, regardless of whether the submission is selected as a Category Winner or Facility of the Year Awards Overall Winner. I thereby grant ISPE, INTERPHEX, and Pharmaceutical Processing authorization to publicize, publish, and exhibit the enclosed Facility of the Year Awards Program submission information free of charge and restrictions.





It is understood written authorization must be provided by each photographer or photography studio authorizing use of all photography for promotional purposes before an entry will be considered complete. In the event the submitting company owns the photography, the submitting company will provide said authorization.


�
�






2008 FOYA Program Applicant Release








Additional Information:
















































































�
�






2008 Other/Additional Information








Additional Information Continued:
















































































�
�






2008 Other/Additional Information








Additional Information Continued:
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�






2008 Other/Additional Information








Additional Information Continued:
















































































�
�






2008 Other/Additional Information








