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DIGEST

Protest challenging solicitation requirements for pre-filled syringes as unduly
restrictive is denied where the record supports the agency’s position that the
requirement is reasonably necessary to meet the agency’s needs.

DECISION

Protein Sciences Corporation (PSC) of Meriden, Connecticut, challenges the terms
of request for proposal (RFP) No. SPE2DP-16-R-0004, issued by the Defense
Logistics Agency (DLA) for influenza virus vaccines. PSC argues that the agency’s
requirement for pre-filled syringes is unduly restrictive of competition.

We deny the protest.
BACKGROUND

The RFP, issued on February 17, 2016, under Federal Acquisition Regulation (FAR)
part 12, contemplated the award of a single, fixed-price, indefinite-quantity contract.
RFP at 1, 32." The solicitation contained seven contract line item numbers (CLINSs)
seeking an estimated total of 2,600,000 doses of a trivalent or quadrivalent
influenza virus vaccine in multi-dose vials and single-dose pre-filled syringes. 1d.

' The solicitation was amended two times. All citations to the RFP are to the final
version, as amended.



at 4-7. Atissue here is CLIN 0002, which seeks approximately 62,000 packages

of 10 (i.e., a total of 620,000 doses) pre-filled syringes of the influenza virus vaccine
for ages 18 years or older.? 1d. at 4. As relevant here, the solicitation specified that
each single-dose presentation “shall include one dose suitable for . . . adults

. ... The vaccine presented in single dose presentations shall be free of thimerosal
or other preservatives.” Id. at 8.

Prior to the solicitation closing date, the protester inquired as to whether
“preservative free single dose vial presentations” would be considered equivalent to
the single-dose syringes required under CLIN 0002. Agency Report (AR), Tab 4,
February 17, 2016 email from PSC to Contracting Officer. The agency responded
that “[t]he solicitation calls for pre-filled syringes and the [single-dose] vials are
unacceptable to our customer.” AR, Tab 5, February 24, 2016 email from
Contracting Officer to PSC. This protest follows.

DISCUSSION

The protester argues that the agency’s requirement for pre-filled syringes is unduly
restrictive of competition and that the agency should include single-dose vials in
CLIN 0002. Protest at 1. In this regard, the protester contends that the “primary
rationale for using a single-dose preparation is to provide a preservative free
product,” and argues that the single-dose vial that PSC offers meets this
requirement. Id.

Where a protester challenges a specification or requirement as unduly restrictive of
competition, the procuring agency has the responsibility of establishing that the
specification or requirement is reasonably necessary to meet the agency’s needs.
See Streit USA Armoring, LLC, B-408584, Nov. 5, 2013, 2013 CPD {] 257 at 4. We
examine the adequacy of the agency’s justification for a restrictive solicitation
provision to ensure that it is rational and can withstand logical scrutiny. SMARTnet
Inc., B-400651.2, Jan. 27, 2009, 2009 CPD | 34 at 7. A protester’s disagreement
with the agency’s judgment concerning the agency’s needs and how to
accommodate them does not show that the agency’s judgment is unreasonable.
Exec Plaza, LLC, B-400107, B-400107.2, Aug. 1, 2008, 2008 CPD {] 143 at 5.

The agency responds that the protester’s assumption that the purpose of the
pre-filled syringes is to ensure that they are preservative free is incorrect. AR,
Combined Contracting Officer Statement of Facts and Memorandum of Law
(COSF/MOL) at 3. The agency states that for single-dose presentations, pre-filled

2 While not challenged here, CLINs 0004 (440,000 doses), 0006 (700,000 doses),
and 0007 (180,000 doses) also required pre-filled syringes for ages 9 and older,

36 months and older, and 6 months to 36 months. See RFP at 5-7. The remaining
CLINs required multi-dose vials. 1d. at 4-5.
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syringes are a minimum requirement and that single-dose vials do not satisfy the
government’s requirements as stated in the solicitation. Id. at 1. In support of this
contention, the agency provides a declaration from the Chief of the Public Health
Division for the Defense Health Agency who is responsible for representing the
Department of Defense on immunization matters and coordinating such
requirements with the military services. See AR, Tab 2, Declaration of C. Fisher,
Col, USAF, BSC. The agency explains that the requirement for pre-filled syringes,
instead of single-dose vials, is based on the time savings these provide, which is
necessary for large-scale immunizations to be administered in a safe, effective, and
efficient manner. AR, COSF/MOL at 3; AR, Tab 2, Declaration of C. Fisher at 1. In
this regard, the agency explains that immunizations using single-dose vials require
additional steps to administer, which effectively doubles the vaccine administration
time and negatively impacts the government’s ability to administer its annual
influenza vaccination program. AR, COSF/MOL at 3; AR, Tab 2, Declaration of C.
Fisher at 1.

The agency also explains that single-dose vials have not been used in the past for
large-scale inoculation campaigns and therefore would require the government to
develop and conduct additional training for the large number of personnel involved
in administering the flu vaccine. AR, COSF/MOL at 3-4; AR, Tab 2, Declaration of
C. Fisher at 1. Additionally, the agency states that because the use of single-dose
vials requires a separate syringe and additional alcohol swab for each vial, it would
increase costs and also require additional physical space for storage. AR,
COSF/MOL at 3; AR, Tab 2, Declaration of C. Fisher at 1. Finally, the agency
states that use of pre-filled syringes has been associated with a decreased risk of
needle-stick injury, when compared with use of vaccine vials. AR, COSF/MOL at 4;
AR, Tab 2, Declaration of C. Fisher at 2.

We find that the agency has established that the requirement for pre-filled syringes
is reasonable. Although the protester raises a number of arguments disagreeing
with the agency, this disagreement does not show that the agency’s judgment as to
the need for pre-filled syringes is unreasonable. For example, the protester
reiterates its position that the government’s need for single-dose syringes was only
due to the need for preservative free influenza vaccines. Comments at 1. In this
regard, the protester claims that the “Department of Defense Guidance Regarding
Thimerosal Containing Vaccines,” which defines the preservative free requirement,
does not reference a single-dose syringe requirement. Id.; see also Comments,
attach. 1, Department of Defense Guidance Regarding Thimerosal Containing
Vaccines. Observing that prior to the Food and Drug Administration’s approval of
PSC'’s product, all preservative free vaccines were in the form of single-dose
syringes, PSC argues that the agency’s failure to include a single-dose vial option
or a specific line item for its product reflects a loss of perspective of the initial intent
of the policy and “a lack of due diligence in examining all acceptable presentations.”
Comments at 1.
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Similarly, the protester claims that to the extent the agency had concerns about
needle-stick injuries, time for administration, and storage of ancillary supplies, “the
bulk of the DLA order should reflect a single dose presentation rather than the
multidose vials that represent the overwhelming maijority of the DLA solicitation.” 1d.
In fact, the majority of the agency’s requirements are for single-dose pre-filled
syringes; multi-dose vials represent approximately one-quarter of the agency’s
requirements. See RFP at 4-6. The protester also challenges the agency’s
assertion that the use of single-dose vials would necessitate additional training.
Comments at 2. The protester argues that this is “at best a gross overstatement”
because guidance on how to administer each year’s influenza portfolio, published
each year, “already includes instruction for injectable vaccine.” 1d. However, the
referenced guidance simply provides, with regard to vaccine administration,
“‘Administer 0.5 mL injectable inactivated vaccine (IIV) intramuscularly in the deltoid
muscle. Use a 22-25g, 1-1 V2" needle. Always shake the syringe and multi-dose
vial before withdrawing and administering every dose of vaccine.” See Comments,
attach. 3, Standing Order for the Administration of the Influenza Vaccine to

Adults 2015-2016 at 2. PSC's contentions in this regard do not demonstrate that
the agency’s basis for these requirements was unreasonable.

A protester’s disagreement with the agency’s judgment concerning the agency’s
needs and how to accommodate them, without more, does not show that the
agency’s judgment is unreasonable. Exec Plaza, LLC, supra, at 5-6. Rather, we
find that DLA’s explanation for this restrictive solicitation provision withstands logical
scrutiny and is rational.

The protest is denied.

Susan A. Poling
General Counsel

Page 4 B-412794



	Decision


<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /PageByPage

  /Binding /Left

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Error

  /CompatibilityLevel 1.7

  /CompressObjects /All

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.1000

  /ColorConversionStrategy /LeaveColorUnchanged

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams true

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments false

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Preserve

  /UCRandBGInfo /Preserve

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 300

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.50000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /ColorImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasGrayImages false

  /CropGrayImages true

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 300

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.50000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /GrayImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasMonoImages false

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 1200

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox true

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile (None)

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<



    /BGR <>

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /DEU <>

    /ESP <>

    /ETI <>

    /FRA <>

    /GRE <>



    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)

    /HUN <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)

    /NOR <>

    /POL <>

    /PTB <>

    /RUM <>

    /RUS <>

    /SKY <>

    /SLV <>

    /SUO <>

    /SVE <>

    /TUR <>

    /UKR <>

    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /ConvertColors /ConvertToCMYK

      /DestinationProfileName ()

      /DestinationProfileSelector /DocumentCMYK

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /MediumResolution

      >>

      /FormElements false

      /GenerateStructure false

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PreserveEditing true

      /UntaggedCMYKHandling /LeaveUntagged

      /UntaggedRGBHandling /UseDocumentProfile

      /UseDocumentBleed false

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice



