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FOLLETO DE INFORMACION AL PROFESIONAL
TORISEL SOLUCION INYECTABLE 25 mg CONCENTRADA,
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Documento de referencia utilizado para la actualizacién: CDS v21.0
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7. REFERENCIAS

2.3.5.1, Seccidon 1.1
2.3.8.1
2381
2.3.S.1, Seccién 1.3

Bjornsti MA, Houghton PJ. The TOR Pathway:
Reviews/Cancer. Mayo 2004(5):335-348.

2.6.2, Seccion 1.0
2.3.P.1, Seccién 1.0
2.3.P.1, Seccién 1.0
23P7

2.7.3, Seccién 1.0
MCL 2.7.3, Seccion 1.0
2.3.P.8, Seccion 1.4
CFR 201.57(c)(3)(j)(iv)
RPT-65915, Seccion 8
2.7.4, Seccion 2.5.1
2.7.4, Seccion 2.5.1
RPT-65915, Seccion 8
RPT-659135, Seccion 8

Justification Document: Wyeth Products Containin
and Products containing Polysorbate 80.
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2.7.3, Seccion 4.0

2.7.3, Seccion 4.0

2.7.3, Seccidn 4.0

MCL 2.7.3, Seccion 4.04

MCL 2.7.3, Seccion 4.0

2.7.2, Seccién 3.7.2; CSR-63037, 8.1.1

CSR-77133: Final report: A phase I pharmacokinetic and pharmacodynamic study of
temsirolimus (CCI-779) in patients with advanced malignancies and normal and impaired
liver function: An NCI Organ Dysfunction Working Group study, version 1.0, 15 de junio de
2009,

2.7.3, Seccion 4.0

MCL 2.7.3. seccion 4.0

Justification Document: Temsirolimus: Fatal anaphylactic reaction coincident with
temsirolimus administration.

2.7.4, Seccion 2.5.1

MCL 2.7.4, Seccion 3.5.1

Justification For A Safety Labeling Decision For Temsirolimus: Hypersensitivity/Infusion
Reactions

2.7.2,8eccion 2.2.2.1.3

2.7.4, Seccién 2.5.1

2.7.4, Seccion 2.5.1
(CSR-64508, 10.2.2.1
CSR-69469, Seccion 10.3.1.6.6

2.7.4. Seccion 2.5.5
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MCL 2.5, Seccion 5.4.4;
2.7.4, Seccion 2.5.7
CSR-69469. ST 15.45 (Narrativas) y ST 15.47 (Narrativas)

RPT-78780. Version 1.0. Analysis of retrospective radiological review of chest computed

-3

tomography scans from a phase 3 randomized, open-label study of interferon alfa alone.
temsirolimus alone, and the combination of interferon alfa and temsirolimus in first-line poor-

prognosis subjects with advanced renal cell carcinoma (Study 3066K1-304-WW). 28 de
octubre de 2009

CSR-77873. Final report: A phase 2, nonrandomized. open-label study of temsirolimus (CCI-
779) in subjects with advanced renal cell carcinoma.

2.7.4, Seccion 2.5.5
CSR-64508, ST 10-3 (Narrativas)
CSR-64508. Seccion 15, ST 10-30 (Narrativas)

Duran . Siu LL, Oza AM et al. Characterisation of the lung toxicity of the cell cvele inhibitor
temsirolimus. Eur J Cancer. 2006:42:1875-1880.

2.7.4, Seccion 3.2
2.7.4, Seccion 2.5.6

MCL 2.7.4, Seccion 3.5.6

Justification Document: Temsirolimus: Bowel perforation coincident with temsirolimus
administration.

CSR-69469, seccion 10.3.1.1

CSR-64508, ST 10-1

Justification Document: Temsirolimus: Intracerebral hemorrhage coincident  with
temsirolimus administration.

Justification Document: Temsirolimus: Renal failure coincident with

i, : temsirolimus
administration.
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11,
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74.
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Justification Document: Temsirolimus: Justification for a safety labeling decision for
concomitant use of Temsirolimus with sunitinib in advanced renal cell carcinoma.

2.7.4, Seccion 2.1.2; CSR-69470, seccion 1.3

MCL 2.7.4, Seccion 3.5.2

Justification Document: Temsirolimus: Delayed angioneurotic edema-type reactions
coincident with temsirolimus administration.

Justification Document: Temsirolimus: Angioneurotic edema coincident with the concomitant
administration of temsirolimus with ACE inhibitors.

MCL 2.7.4, Section 6.1.1

Justification Document: Temsirolimus: Cataract coincident with the administration of
temsirolimus with interferon alfa.

2.7.2, Seccion 3.6.3.1
2.7.2. Seccidon 3.6.3.1

MCL 2.7.2, Seccion 3.6.1

4.2.352
4.2.3.52

CIFR 201.57(c)(9)(j)(iv)
CSR-76631, Version 1.1, Final Report: A Phase 1/2 Safety and Exploratory

Pharmacodynamic Study of Intravenous Temsirolimus (CCI-779) in Pediatric Subjects with
Relapsed/Refractory Solid Tumors, 10 de agosto de 2010.

2.7.4, Seccion 5.1.1
MCL 2.7.4, Seccion 6.1.1
2.7.3, Seccién 3.3.2.1

2.7.3. Seccidn 4.0
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93.
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CSR-63370, 8.1.1; 2.7.2, Seccién 3.6.3.1
2.7.2, Seccion 3.6.3.1

CSR-64200, 8.1; 2.7.2, Seccion 2.3.3
2.7.2, Seccion 3.6.2.2

2.7.2, Seccion 3.6.2.2

MCL 2.7.2, Seccion 3.6.1

CSR-63371, 8.1; 2.7.2, Seccién 2.3.4.3

Temsirolimus: inhibition of P-glycoprotein activity in CACO-2 cell nﬂono]aycrs (protocolo
07_3069). RPT-71521. fechado 19 de noviembre de 2007.

2.7.4, Apéndice 9.2, Tabla 9-2

2.7.4, Apéndice 9.2.2

NDA 22-088, Secuencia nimero 0008, 2.7.4, tabla 8.5

NDA 22-088. Secuencia nimero 0008, 2.7.4, tabla 8.5
Justification Document: Temsirolimus: Fatal pulmonary embolism.

Justification Document: Temsirolimus: Pericardial effusion coincident with temsirolimus
administration.

NDA 22-088, Secuencia numero 0008, 2.7.4. tabla 8.5
NDA 22-088. Secuencia nimero 0008, 2.7.4. tabla 8.5

Justification Document: Temsirolimus: Bowel perforation coincident with temsirolimus
administration.

NDA 22-088. Secuencia niimero 0008. 2.7.4, tabla 8.5
Correccidn editorial

Justification Document: Temsirolimus: Pleural effusion coincident with temsirolimus
administration.
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112,
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116.
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1.
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TORISEL SOLUCION INYECTABLE 25 mg CONCENTRADA,
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Justification Document: Temsirolimus: Exfoliative dermatitis coincident with temsirolimus
administration.

Justification Document: Temsirolimus: Convulsion coincident with temsirolimus
administration.

Justification Document: Temsirolimus: Renal failure coincident with temsirolimus
administration.

Protocolo 3066K1-304 AD_AE4T_ADR - 19NOVO07 12:54 y protocolo 3066K1-304
AD_AE4T ADR 34 - 19NOVO07 12:54

Justification Document: Temsirolimus: Pericardial effusion coincident with temsirolimus
administration.

Justification Document: Temsirolimus: Convulsion coincident with temsirolimus
administration.

CSR-69469, Tabla de apoyo15.33

Justification for a Safety Labeling Decision for Temsirolimus: Stevens-Johnson syndrome
coincident with temsirolimus administration, 09 de octubre de 2009.

Justification for a Safety Labeling Decision for Temsirolimus: Rhabdomyolysis coincident
with temsirolimus administration.

2.7.4, Seccion 1.1.3, CSR-46327. Seccion 9

Bjornsti MA, Houghton PJ. The TOR Pathway: A Target for Cancer Therapy, Nature
Reviews/Cancer. Mayo 2004:(5):335-348.

. Leone M, Crowell KJ, Chen J, Jung D, Chiang GG, Sareth S, Abraham RT, Pellecchia M.

I'he FRB domain of mTOR: NMR solution structure and inhibitor design. Biochem. 29 de
agosto de 2006: 45(34)10294-302.

MCL 2.5, Seccion 4.6
MCL 2.7.3. Seccién 4.0
Abraham RT. mTOR as a Positive Regulator of Tumor Cell Responses to Hypoxia. Current

Topics in Microbiol Immunol. 2004;279:299-319.
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119. 2.6.2, Seccion 2.2.1

120. 2.7.2, Seccion 4.2.2

121. CSR-67053, Seccion 7.2 y Seccién 10.2.

122.5.3.5.1, CSR-64508, Seccion 6.1; 2.7.3, Seccién 1.1.1 y Seccion 1.2.1
123. 5.3.5.1, CSR-64508, Seccién 8.1: 2.7.3. Seccion 3.1.1

124. 2.7.4, Seccion 8.0 ST 8.1.1

125.5.3.5.1, CSR-64508, Seccion 8.2; 2.7.3, Seccién 3.1.1

126. 2.7.3, Seccion 3.2.1.1, CSR-64508, Seccién 9.4.1

127. 2.7.3, Seccion 3.3.2.1 y tabla 3.3.2-1

128. Cole BF, et al. A multi-state Markov chain model for longitudinal, categorical quality of life
data subject to non-ignorable missingness. Stat Med. 2005;24(15):2317-2334.

129. Gelber RD y Goldhirsh A: A new endpoint for the assessment of adjuvant therapy on
postmenopausal women with operable breast cancer. J Clin Oncol. 1986:4:1772-1779.

130. CSR-64508, Seccion 11.1.2
131. 2.7.3, Seccion 1.1.2

132. 2.7.3, Seccion 1.1.2

133. 2.7.3, tabla 3.1.2-4

134. 2.7.3, Seccion 3.1.2

135. 2.7.3, Seccién 3.2.2.1

136. 2.7.3, Seccion 3.2.2.2

137. 2.7.3, Secci6én 3.2.2.3

138. 2.7.3, Seccién 3.2.2.4

139. CSR-69469, Section 6.3.1
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140.

141.

142.

143.

144.
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146.

147.

148.

149.

159.
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CSR-69469, Section 8.1, Table 8-3
CSR-69469, Section 9.4.

MCL 2.7.3 Section 1.0

CSR-69469. Section 8.2, Table 8-6
CSR-69469, Section 8.2, Table 8-6
CSR-69469, Section 8.2, Table 8-6
CSR-69469. Section 9.4.1
CSR-69469, Section 9.4.1, Table 9-3
CSR-69469 Section 9.4.1, Figure 9-1

Cheson BD. Horning SJ, Coiffier B, Shipp MA, Fisher RI, Connors JM et al. Report of an
international workshop to standardize response criteria for non-Hodgkin's lymphomas. NCI
Sponsored International Working Group. J Clin Oncol. 1999;17(4):1244-1253.

. CSR-69469, Section 9.4.1 Table 9-3
. CSR-69469, Section 9.4.3 Table 9-6
. CSR-69469, Section 9.4.2 Table 9-4
3. CSR-69469 Section 9.4.1 Table 9-3
1. CSR-69469, Section 9.5

. 2.7.2, Seccidn 3.1

. CSR-70829, seccion 5.8

. CSR-64107. 6.6

- Bierer BE, Mattila PS, Standaert RF, et al. Two distinct signal transmission pathways in T

lymphocytes are inhibited by complexes formed between an immunophilins and either FK506
or rapamycin. Proceed Nat Acad Science USA. 1990 Dic;87(23):9231-9235.

2.7.2, Seccion 2.3.2.3
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160. 2.7.2, Seccion 3.3.1

161. 2.7.2, Seccién 2.2.2.1.3

162. 2.6.4, Seccién 5.2

163. 2.7.2, Seccion 3.1, CSR-64106, 9.2.1

164. 2.7.2, Seccion 3.5.2, CSR-64106, 9.2.1

165. 2.7.2, Seccidon 3.5.3, CSR-64106, 9.2.1

166. 2.7.2, Seccion 5.0, CSR-63037, 10.0

167. MCL 2.7.2, Seccion 2.2.1.3

168. CSR-70829, Seccion 5.8

169. 2.7.2, Seccion 3.8.1; también CSR-64107. 6.7
170. 2.7.2. Seccion 3.8.1; también CSR-64107, 6.7
171. CSR-70829. Seccién 5.8

172. MCL 2.7.2, Seccion 3.7

173. 2.6.4, Seccion 5.0

174. 2.6.6. Seccién 6.5

175. 2.6.6, Seccion 6.5

176. 2.6.6, Seccion 6.7

177. 2.6.6, Seccion 6.7

178. 2.6.6, Seccidn 4.1.1

179. 2.6.6, Seccién 4.1.2

Rt | 114
\E0 L I

180. 2.6.6. Seccion 4.1.3 '

181. 2.6.6, secion 4.2.1
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182. 2.6.6, Seccion 6.0

183. 2.6.6, Seccion 6.0

184. 2.6.6, Seccion 6.0

185. 4.2.3.5.1, RPT 45217 Apéndice 14.0; 2.6.6, Seccion 6.0
186. RPT-65915, Seccion 4.1.1

187. RPT-65915, Seccion 8

188. RPT-65915, Seccion 5.2.9

189. 2.3.P.8, Seccion 1.4

190. 3.2.P.2

191, 32.P2

195. Modulo 2.5 Clinical Overview to support revisions to the temsirolimus product label (update
to section 4.2 Posology and method of administration). Pfizer Inc. Agosto de 2012.

196. Mdodulo 2.5 Clinical Overview (Update) to support the safety revisions to the temsirolimus
product label (addition of pooled ADR table and updated ADR tables for RCC and MCL) —
Mayo de 2013.

197. Modulo 2.5 Clinical Overview to support revisions to the temsirolimus product label (addition
of ADR Pneumocystis jiroveci pneumonia) — Marzo de 2013.

198. Module 2.5 Clinical Overview to support revisions to the CDS to update the frequency of
Interstitial Lung Disease —Febrero 2014.

199. Module 2.5 Clinical Overview to support revisions to the CDS to update Section 4.4 —
December 2014.
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