
O R I G I N A L

Patients with cancer are routinely treated with
chemotherapy.  Although chemotherapy may be useful
in treating cancer, a side effect can be a decrease in the
number of red blood cells  (RBCs) in the blood. RBCs
are cells in your blood, which carry oxygen to different
parts of the body.  The decrease in the number of RBCs
in your body is called anemia.  Anemia may cause
symptoms such as tiredness, shortness of breath, pale
skin, and heart pounding.  The current treatment for
anemia is transfusions of RBCs or treatment with a
drug called epoetin alfa.  Epoetin alfa is an approved
drug designed to work like the natural protein in your
body and has the ability to stimulate RBC production.
XXXXX is an investigational drug that has the ability
to stimulate RBC production like epoetin alfa.  In
addition, it stays in your body longer than epoetin alfa
and therefore, may allow fewer injections.

This study will help to determine if giving XXXXX
between chemotherapy cycles improves your anemia
better than giving the XXXXX at the start of
chemotherapy cycles.   This study will also gather more
information about the safety, and side effects of
XXXXX and how well people tolerate it.

PROCEDURES

If you wish to participate in this study  you will be
asked to have a physical examination and one or two
samples of blood (approximately 2 teaspoons collected)
to test for your anemia, liver function, and kidney
function (and to determine if you are eligible).   If you
are a woman who has not reached menopause, this
blood sample will also be used for a pregnancy test.  If
your pregnancy test is positive, you will not be allowed
to participate in this study.  If you become pregnant
while on this study, you must notify your doctor
immediately.

T R A N S L A T I O N

ø³ÕóÏ»Õáí ÑÇí³Ý¹Ý»ñÁ« áñå»ë Ï³ÝáÝ«
ùÇÙÇ³Ã»ñ³åÇ³ÛÇ Ïáõñë »Ý ³ÝóÝáõÙ£
øÇÙÇ³Ã»ñ³åÇ³Ý ù³ÕóÏ»ÕÇ µáõÅÙ³Ý
³ñ¹ÛáõÝ³í»ï ÙÇçáó Ï³ñáÕ ¿ ÉÇÝ»É, ë³Ï³ÛÝ áñå»ë
ÏáÕÙÝ³ÏÇ ³½¹»óáõÃÛáõÝª ³ÛÝ Ï³ñáÕ ¿ Ýí³½»óÝ»É
³ñÛ³Ý Ï³ñÙÇñ ·Ý¹ÇÏÝ»ñÇ ù³Ý³ÏÁ: ²ñÛ³Ý Ï³ñÙÇñ
·Ý¹ÇÏÝ»ñÁ ³ñÛ³Ý Ù»ç ·ïÝíáÕ ³ÛÝ µçÇçÝ»ñÝ »Ý,
áñáÝó ÙÇçáóáí ÃÃí³ÍÇÝÁ Ù³ï³Ï³ñ³ñíáõÙ ¿
Ù³ñÙÝÇ ï³ñµ»ñ Ù³ë»ñÇÝ: ¸ñ³Ýó ù³Ý³ÏÇ
Ýí³½áõÙÝ ³ñÛ³Ý Ù»ç ÏáãíáõÙ ¿ ³Ý»ÇÙ³: ²Ý»ÙÇ³ÛÇ
³Ëï³Ýß³ÝÝ»ñÝ »Ýª ÁÝ¹Ñ³Ýáõñ ÃáõÉáõÃÛáõÝÁ,
Ñ¨áóÁ, ·áõÝ³ïáõÃÛáõÝÁ ¨ ëñïË÷áóÁ: Ü»ñÏ³ÛáõÙë
³Ý»ÙÇ³ÛÇ µáõÅÙ³Ý Ñ³Ù³ñ ÏÇñ³éíáõÙ ¿ ³ñÛ³Ý
Ï³ñÙÇñ ·Ý¹ÇÏÝ»ñÇ ÷áËÝ»ñ³ñÏáõÙÁ Ï³Ù §epoetin
alfa¦ ÏáãíáÕ ¹»Õ³ÙÇçáóÁ£ §Epoetin alfa¦-Ý
ÃáõÛÉ³ïñí³Í ¹»Õ³ÙÇçáó ¿« áñÁ Ò»ñ Ù³ñÙÝáõÙ
µÝ³Ï³Ý ëåÇï³ÏáõóÇ ¹»ñ ¿ Ï³ï³ñáõÙ ¨ ËÃ³ÝáõÙ
³ñÛ³Ý Ï³ñÙÇñ ·Ý¹ÇÏÝ»ñÇ ³é³ç³óÙ³ÝÁ£
§XXXXX¦-Ý Ñ»ï³½áïÙ³Ý ÷áõÉáõÙ ·ïÝíáÕ
¹»Õ³ÙÇçáó ¿« áñÁª ÇÝãå»ë §epoetin alfa¦-Ý«
ËÃ³ÝáõÙ ¿ ³ñÛ³Ý Ï³ñÙÇñ ·Ý¹ÇÏÝ»ñÇ
³é³ç³óÙ³ÝÁ£ ´³óÇ ³Û¹« ³ÛÝ Ù³ñÙÝáõÙ ³í»ÉÇ
»ñÏ³ñ ¿ å³Ñå³ÝíáõÙ ù³Ý §epoetin alfa¦-Ý« áõëïÇ
Ýñ³ ÁÝ¹áõÝáõÙÁ Ï³ñáÕ ¿ Ýí³½»óÝ»É
Ý»ñ³ñÏáõÙÝ»ñÇ ù³Ý³ÏÁ£

²Ûë Ñ»ï³½áïáõÃÛáõÝÁ Ïû·ÝÇ å³ñ½»É« Ã»
§XXXXX¦-Ç ÁÝ¹áõÝáõÙÁ »ñµ ¿ ³í»ÉÇ ³ñ¹ÛáõÝ³í»ïª
ùÇÙÇ³Ã»ñ³åÇ³ÛÇ óÇÏÉ»ñÇ ÙÇç¨« Ã» óÇÏÉ»ñÇ
ëÏ½µáõÙ£ ´³óÇ ³Û¹« Ù»Ýù Ñ³í»ÉÛ³É
ï»Õ»ÏáõÃÛáõÝÝ»ñ ÏÑ³í³ù»Ýù ¹»Õ³ÙÇçáóÇ
³å³ÑáíáõÃÛ³Ý« ÏáÕÙÝ³ÏÇ ³½¹»óáõÃÛáõÝÝ»ñÇ
Ù³ëÇÝ ¨ ³ÛÝ Ù³ëÇÝ« Ã» ÇÝãå»ë ¿ ûñ·³ÝÇ½ÙÁ
ï³ÝáõÙ ¹»ÕÇ Ý»ñ·áñÍáõÃÛáõÝÁ£

ÀÜÂ²ò²Î²ð¶À

ºÃ» ¸áõù ó³ÝÏ³ÝáõÙ »ù Ù³ëÝ³Ïó»É
Ñ»ï³½áïáõÃÛ³ÝÁ« Ò»½ Ï³é³ç³ñÏíÇ ³ÝóÝ»É
ýÇ½ÇÏ³Ï³Ý ùÝÝáõÃÛáõÝ ¨ Ò»½³ÝÇó Ù»Ï Ï³Ù »ñÏáõ
³Ý·³Ù ³ñÛ³Ý ³Ý³ÉÇ½ Ïí»ñóíÇ (Ùáï³íáñ³å»ë 2
Ã»ÛÇ ·¹³É)ª Ò»ñ ³Ý»ÙÇ³ÛÇ íÇ×³ÏÁ« ÉÛ³ñ¹Ç ¨
»ñÇÏ³ÙÝ»ñÇ ·áñÍáõÝ»áõÃÛáõÝÁ ëïáõ·»Éáõ
Ýå³ï³Ïáí (¨ áñáß»Éáõ Ñ³Ù³ñ« Ã» ³ñ¹Ûáù Ò»ñ
³éáÕç³Ï³Ý íÇ×³ÏÁ ÃáõÛÉ ¿ ï³ÉÇë Ù³ëÝ³Ïó»É
Ñ»ï³½áïáõÃÛ³ÝÁ)£ ºÃ» ¹áõù ÏÇÝ »ù ¨ ¹»é ã»ù
Ñ³ë»É ¹³ßï³Ý³¹³¹³ñÇ, ³ñÛ³Ý ³Ý³ÉÇ½Á
Ïû·ï³·áñÍíÇ Ý³¨ ÑÕÇáõÃÛ³Ý ï»ëïÇ Ñ³Ù³ñ:
ÐÕÇáõÃÛ³Ý ï»ëïÇ ¹ñ³Ï³Ý ³ñ¹ÛáõÝùÇ ¹»åùáõÙ
Ò»½ ãÇ ÃáõÛÉ³ïñíÇ Ù³ëÝ³Ïó»É Ñ»ï³½áïáõÃÛ³ÝÁ:
ºÃ» Ñ»ï³½áïáõÃÛ³Ý ÁÝÃ³óùáõÙ ¸áõù ÑÕÇ³Ý³ù«
³ÝÙÇç³å»ë ï»ÕÛ³Ï å³Ñ»ù Ò»ñ µÅßÏÇÝ£
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