April 9, 2008

Dear Dr [ insert Doctor Name ]
Re: EXUBERA® (insulin human [rDNA origin] Inhalation Powder) Labeling update
In keeping with Pfizer's continued commitment to share with health care providers important

information regarding EXUBERA, we are providing the following update to the labeling.

Prescribing Information Update

The EXUBERA label was updated by Pfizer and FDA. The update resulted from Pfizer and FDA's
ongoing safety reporting and review processes related to our clinical trials program and post-
marketing reports. A new WARNING was added to the EXUBERA prescribing information as
follows:

WARNINGS

In clinical trials of Exubera, there have been 6 newly diagnosed cases of primary lung
malignancies among Exubera-treated patients, and 1 newly diagnosed case among comparator
treated patients. There has also been 1 post-marketing report of a primary lung malignancy in an
Exubera-treated patient. In controlled clinical trials of Exubera, the incidence of new primary lung
cancer per 100 patient-years of study drug exposure was 0.13 (5 cases over 3900 patient-years)
for Exubera-treated patients and 0.02 (1 case over 4100 patient-years) for comparator-treated
patients. There were too few cases to determine whether the emergence of these events is
related to Exubera. All patients who were diagnosed with lung cancer had a prior history of
cigarette smoking.

Exubera remains a safe and effective medication and this label update should support healthcare
providers and patients in their discussions about EXUBERA. Some patients continue to take
Exubera including those enrolled in the Extended Transition Program. Since there is limited
availability of Exubera, physicians should seek alternate treatment options to maintain patients’
glycemic control.

A “Dear Patient” letter and updated labeling will be sent to all patients in the EXUBERA Extended
Transition Program. Patients will be advised to speak to their physician regarding this new
information on EXUBERA.

We have enclosed a copy of the revised EXUBERA Prescribing Information and Medication
Guide for your information.

For more information about EXUBERA, please contact Pfizer Medical Information at 1-800-438-
1985. We hope you find this information helpful in understanding this subject so you can continue
to appropriately treat your patients.

Sincerely,

Rochelle L. Chaiken, MD

Vice President, Global Medical Cardiovascular and Metabolic Disease
Pfizer Inc

Encl:  Updated Prescribing Information and Medication Guide



Other important safety information:

Exubera is a rapid-acting insulin indicated for the treatment of adults with diabetes mellitus for the control of
hyperglycemia. In patients with type 1 diabetes, EXUBERA should be used in regimens that include a longer-acting insulin.
In patients with type 2 diabetes, EXUBERA can be used as monotherapy or in combination with oral agents or longer-
acting insulins.

EXUBERA is contraindicated in patients who smoke or who have discontinued smoking less than 6 months prior to
starting EXUBERA therapy. If a patient starts or resumes smoking, EXUBERA must be discontinued immediately due to
the increased risk of hypoglycemia and an alternative treatment must be utilized.

EXUBERA is contraindicated in patients with unstable or poorly controlled lung disease, because of wide variations in
lung function that could affect the absorption of EXUBERA and increase the risk of hypoglycemia or hyperglycemia. The
use of EXUBERA in patients with underlying lung disease, such as asthma or COPD, is not recommended because the
safety and efficacy of EXUBERA in this population have not been established.

Hypoglycemia is the most commonly reported adverse event of insulin therapy, including EXUBERA

In clinical trials, treatment with EXUBERA was associated with small, non-progressive mean declines in pulmonary
function relative to comparator treatments. Because of the effect of EXUBERA on pulmonary function, all patients should
have pulmonary function tests (e.g., spirometry) assessed prior to initiative therapy with EXUBERA, after 6 months of
therapy, and annually thereafter, even in the absence of pulmonary symptoms.

The long-term safety and effectiveness of EXUBERA in pediatric patients have not been established

In clinical studies, respiratory adverse events included cough, which tended to occur within seconds to minutes after
EXUBERA inhalation. The incidence of cough decreased with continued EXUBERA use. Other respiratory adverse events
included dyspnea, pharyngitis, sputum increase, and epistaxis. Non-respiratory adverse events reported in EXUBERA-
treated patients include: hypoglycemia, chest pain, and dry mouth.




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (None)
  /CalCMYKProfile (None)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket true
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue true
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 600
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.00000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages false
  /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
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 600
  /GrayImageDepth 8
  /GrayImageDownsampleThreshold 1.00000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /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
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 600
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.00000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /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)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /ENU <FEFF0056004d0052004400200072006500670075006c00610074006f0072007900200031002e00340020005000440046002000640069007300740069006c006c00650072002000730065007400740069006e00670073002e000d>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


