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Dragon, Karen E. (CDC/NIOSH/EID)

From: Cormack, Robert [rcormack@sucampo.com]
Sent: Tuesday, January 22, 2008 1:49 PM

To: NIOSH Docket Office (CDC)

Subject: Docket 105 - Comments

Attachments: spi-letter-niosh pdf; publicreviewform2006-05-01-07 xIs
Dear Sir or Madam:

Please see the attached letter and completed review form from Sucampo Pharmaceuticals regarding
a formal request for delisting Amitiza (lubiprostone) from the draft NIOSH updated list of hazardous
drugs.

Sincerely,

Robert S. Cormack, Ph.D., RAC

Director, Regulatory Affairs

Sucampo Pharmaceuticals, Inc.

4520 East-West Highway, 3rd Floor, Bethesda, MD 20814
Telephone: 240-223-3605
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22 January 2008

National Institute for Occupational Safety and Health
Centers for Disease Control and Prevention

To whom it may concern:

It recently came to our attention that the National Institute for Occupational Safety and Health
(NIOSH) has, in a draft document (NIOSH Docket 105), classified Amitiza (lubiprostone) as a hazardous
drug based on the criteria of carcinogenicity.

Sucampo Pharmaceuticals recognizes the importance of identifying hazardous materials,
including drugs, for the protection of those workers handling such substances. However, we would like to
question the appropriateness and relevancy of classifying Amitiza as a hazardous drug and on what basis
it was considered a carcinogen.

The Food and Drug Administration (FDA)-approved labeling text (package insert) for Amitiza
states that in the 2-year, mouse carcinogenicity study there were no significant increase in any tumor
incidences. In the corresponding long-term study in rat, there was a significant increase in the incidence
of interstitial cell adenoma and hepatocellular adenoma in male and female rats, respectively. Although
Amitiza exhibited signals of tumorigenicity in rat, the tumors that were observed were adenomas, which
are, by definition, non-cancerous. Thus, both technically and clinically, Amitiza should not be
characterized as a “carcinogenic” compound since only non-malignant or benign tumors were identified
in the bioassays.

Thus based on the FDA’s assessment of Amitiza’s carcinogenic potential, as presented in the
package insert, we respectfully request that NIOSH reconsider classifying the compound as hazardous as
it does not meet the criteria for carcinogenicity.

If the decision of NIOSH to classify Amitiza as a hazardous drug (positive for carcinogenicity) is
based on sources other than the FDA-approved package insert we would like to be informed of these
materials as such information represents a potential safety concern for which Sucampo Pharmaceuticals is
committed to investigate.

We look forward to receiving either a satisfactory response from NIOSH explaining the inclusion
of Amitiza as a hazardous drug or an assurance from the institute to remove the agent from the listing.

Sincerely,

Robert S. Cormack, Ph.D., RAC
Director, Regulatory Affairs
Sucampo Pharmaceuticals, Inc.
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