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Abstract

Efficacy and safety of a new domestically produced rFVIII-BDD (moroctocog alfa,
Octofactor, CJSC "GENERIUM", Russia) was investigated in a controlled, open,
prospective, multicenter clinical trial. After screening and a 4-days washout period
12 previously treated patients adolescents (age 12-18 years old) with severe
hemophilia A (the activity of FVIII was less than 1%) were included in the clinical trial.
The patients were given the moroctocog alfa as prophylactic treatment in a dose of
35±5 ME/kg 3 times per week during 21±1 weeks. Before participation in this
clinical trial 2 pts had received treatment with another recombinant FVIII, 2 pts had
therapy with pdFVIII and 8 pts had been treated with rFVIII and pdFVIII. The main
criterion of drug efficacy was the incidence of spontaneous bleeding occurred within
48 hours after of the moroctocog alfa injection.

The additional criteria were:

· The severity of spontaneous bleeding occurred in 21 ± 1 week.

· Number of injections needed for the one episode of bleeding according of its
severity.

· The total amount of drug administered over a period of prophylactic treatment and
treatment "on demand".

· The number of patients with severe hemophilia A with a residual activity of FVIII
≥1% in 48 hours after the injection on prophylactic therapy.

During the follow up period (21±1 week) 17 bleeding episodes were registered, 2 of
them (11,8%) were severe, 10 (58,8%) were moderate and 5 (29,4%) were mild
(Tab.1). Number of bleeding episodes (spontaneous and traumatic) was 17 (1.55 in
average). Number of spontaneous bleeding was 3 (17,6%), 1 of them was mild and 2
were moderate. The average number of injections that stop one bleeding episode
was 1.7±0.8. The total amount of moroctocog alfa administered over a period was
1.502.000 ÌÅ for prophylactic treatment and 64.750 ÌÅ for "on demand" treatment.
The number of patients with severe hemophilia A with a residual activity of FVIII ≥1%
in 48 hours after injection on prophylactic therapy was 63,6% on visit 2, 90,09% on
visit 3 and 81,1% on visit 4. The safety assessment was performed in 12 patients.
There were 8 adverse events and 7 of them were not associated with drugs
administration. There was one serious adverse effect, allergic reaction accompanied
by arthralgia and cephalalgia. The patient was excluded from the trial without
consequences for life and health. There were no infection transmissions and de novo
inhibitor incident. The study showed that moroctocog alfa is effective and safe in
prophylactic treatment and stopping of bleeding in adolescents with severe
hemophilia A.

Table 1. Efficacy evaluation

Disclosures No relevant conflicts of interest to declare.

↵* Asterisk with author names denotes non-ASH members.

© 2015 by The American Society of Hematology

 Back to top

Take notes, share and follow
articles, make comments,
and collaborate with peers! DISCUSS ADD TO LIST FOLLOW SHARE COMMENT NOTE

Download figure | Open in new tab | Download powerpoint

Download figure | Open in new tab | Download powerpoint

Potential Articles of Interest

Powered by

US Economic Impact of Recombinant FVIII Vs
Plasma-Derived FVIII/VWF in Previously Untreated
Hemophilia a Patients
Robert F. Sidonio et al., Blood, 2017

Safety and Efficacy of New Nonacog Alfa Drug
(Innonafactor) in Prophylactic Treatment in Patients
with Severe and Moderate Hemophilia B
Maria Shamina et al., Blood, 2015

Prolonged bleeding-free period following
prophylactic infusion of recombinant factor VIII
reconstituted with pegylated liposomes.
Jack Spira et al., Blood, 2006

Efficacy and Safety of Secondary Prophylactic
Versus On-Demand Sucrose-Formulated
Recombinant Factor VIII Treatment in Adults with
Severe Hemophilia A: Results from a 13-Month
Crossover Study
Peter Collins et al., Blood, 2008

Safety and Efficacy of Turoctocog Alfa in
Prevention and on-Demand Treatment of Bleeding
Episodes in Patients with Hemophilia A
Dragana Janic et al., Blood, 2016

Evaluation of factor VIII polysialylation:
Identification of a longer-acting experimental
therapy in mice and monkeys
Helmut Glantschnig et al., J Pharmacol Exp Ther,
2019

Incorporation of Cu 3 BTC 2 nanocrystals to
increase the permeability of polymeric membranes
in O 2 /N 2 separation
Chong Yang Chuah et al., BMC Chemical
Engineering, 2019

The Use of Oral Herbal Medicine (Hange-Shashin-
To) in Patients with Pouchitis: A Pilot Study
Hiroki Matsuoka et al., Journal of the Anus, Rectum
and Colon (JARC), 2018

Pharmacological Profile of JNJ-64179375: A Novel,
Long Acting Exosite-1 Thrombin Inhibitor
Zheng Huang Devine et al., J Pharmacol Exp Ther,
2019

Patient characteristics associated with treatment
response in patients receiving salvianolate injection
for stable angina
Yana Qi et al., Journal of Evidence-Based
Medicine, 2018

 Previous

Table of Contents
Volume: 126
Issue: 23
Pages: 4703
DOI: https://doi.org/

 

Jump to

Tweet Нрав

Email

Alerts

Citation Tools

Cite This

Share

Article

Info & Metrics

Leading the way in experimental and
clinical research in hematology

American Society of Hematology
2021 L Street NW, Suite 900, Washington, DC 20036
Phone 202-776-0544 | Fax 202-776-0545

Current Issue
First Edition

Collections

All Issues

Abstracts

Video Library

About Blood
Subscriptions

Newsroom

Copyright

Public Access

Permissions

Submit to Blood
Blood App

Alerts

RSS

Contact Us

Order Reprints

Information for:

Authors

Subscribers

Institutions/Librarians

Advertising in Blood

Terms and Conditions

Copyright © 2019 by American Society of Hematology

  Related Articles Related Articles





Current Issue First Edition Collections All Issues Abstracts Multimedia









ASH Home Research Education Advocacy Meetings Publications ASH Store Blood Journals      

Privacy Policy Terms of Service Contact Us

 About Authors Submit Subscriptions Classifieds Blood Journals      

ASH Home  Blood App  Alerts  RSS Sign In

http://www.bloodjournal.org/
http://www.bloodjournal.org/content/126/22/2527
http://www.bloodjournal.org/content/126/23/4703
http://www.bloodjournal.org/content/126/23/4703/tab-article-info
http://www.bloodjournal.org/content/bloodjournal/126/23/4703/F1.large.jpg?download=true
http://www.bloodjournal.org/content/bloodjournal/126/23/4703/F1.large.jpg
http://www.bloodjournal.org/highwire/powerpoint/286271
http://www.bloodjournal.org/content/bloodjournal/126/23/4703/F2.large.jpg?download=true
http://www.bloodjournal.org/content/bloodjournal/126/23/4703/F2.large.jpg
http://www.bloodjournal.org/highwire/powerpoint/286165
https://www.trendmd.com/how-it-works-readers
http://jpet.aspetjournals.org/content/early/2019/07/30/jpet.119.260067?utm_source=TrendMD&utm_medium=cpc&utm_campaign=J_Pharmacol_Exp_Ther_TrendMD_1
http://jpet.aspetjournals.org/content/early/2019/07/30/jpet.119.260067?utm_source=TrendMD&utm_medium=cpc&utm_campaign=J_Pharmacol_Exp_Ther_TrendMD_1
http://jpet.aspetjournals.org/content/early/2019/07/30/jpet.119.260067?utm_source=TrendMD&utm_medium=cpc&utm_campaign=J_Pharmacol_Exp_Ther_TrendMD_1
https://bmcchemeng.biomedcentral.com/articles/10.1186/s42480-019-0002-z?utm_campaign=BMCS_TrendMD_2019_BMCChemicalEngineering&utm_source=TrendMD&utm_medium=cpc
https://bmcchemeng.biomedcentral.com/articles/10.1186/s42480-019-0002-z?utm_campaign=BMCS_TrendMD_2019_BMCChemicalEngineering&utm_source=TrendMD&utm_medium=cpc
https://bmcchemeng.biomedcentral.com/articles/10.1186/s42480-019-0002-z?utm_campaign=BMCS_TrendMD_2019_BMCChemicalEngineering&utm_source=TrendMD&utm_medium=cpc
https://www.jstage.jst.go.jp/article/jarc/2/1/2_2017-015/_article/-char/en?utm_campaign=JARC_TrendMD&utm_medium=CPC&utm_source=TrendMD
https://www.jstage.jst.go.jp/article/jarc/2/1/2_2017-015/_article/-char/en?utm_campaign=JARC_TrendMD&utm_medium=CPC&utm_source=TrendMD
http://jpet.aspetjournals.org/content/early/2019/08/26/jpet.119.261032?utm_source=TrendMD&utm_medium=cpc&utm_campaign=J_Pharmacol_Exp_Ther_TrendMD_1
http://jpet.aspetjournals.org/content/early/2019/08/26/jpet.119.261032?utm_source=TrendMD&utm_medium=cpc&utm_campaign=J_Pharmacol_Exp_Ther_TrendMD_1
https://onlinelibrary.wiley.com/doi/10.1111/jebm.12282?utm_source=TrendMD&utm_medium=cpc&utm_campaign=Journal_of_Evidence-Based_Medicine_TrendMD_1
https://onlinelibrary.wiley.com/doi/10.1111/jebm.12282?utm_source=TrendMD&utm_medium=cpc&utm_campaign=Journal_of_Evidence-Based_Medicine_TrendMD_1
https://onlinelibrary.wiley.com/doi/10.1111/jebm.12282?utm_source=TrendMD&utm_medium=cpc&utm_campaign=Journal_of_Evidence-Based_Medicine_TrendMD_1
http://www.bloodjournal.org/content/126/22/2527
https://twitter.com/intent/tweet?original_referer=http%3A%2F%2Fwww.bloodjournal.org%2Fcontent%2F126%2F23%2F4703%3Fsso-checked%3Dtrue&ref_src=twsrc%5Etfw&text=Safety%20and%20Efficacy%20of%20New%20Moroctocog%20Alfa%20Drug%20(Octofactor)%20in%20Prophylactic%20Treatment%20in%20Adolescent%20Patients%20with%20Severe%20and%20Moderate%20Hemophilia%20a&tw_p=tweetbutton&url=http%3A%2F%2Fwww.bloodjournal.org%2Fcontent%2F126%2F23%2F4703
http://www.bloodjournal.org/content/126/23
http://www.bloodjournal.org/
http://www.bloodjournal.org/
http://www.bloodjournal.org/highwire/citation/116636/download
http://www.bloodjournal.org/highwire-save-citation/view/%25node
http://www.bloodjournal.org/
http://www.bloodjournal.org/content/126/23/4703
http://www.bloodjournal.org/content/126/23/4703/tab-article-info
http://www.bloodjournal.org/
http://www.bloodjournal.org/content/current
http://www.bloodjournal.org/content/early/recent
http://www.bloodjournal.org/collection
http://www.bloodjournal.org/content/by/year
http://www.bloodjournal.org/page/ash-annual-meeting-abstracts
http://www.bloodjournal.org/page/multimedia
http://www.bloodjournal.org/content/bloodjournal/126/23/4703/F1.large.jpg?width=800&height=600&carousel=1
http://www.bloodjournal.org/content/bloodjournal/126/23/4703/F2.large.jpg?width=800&height=600&carousel=1
http://www.hematology.org/
http://www.hematology.org/research
http://www.hematology.org/education
http://www.hematology.org/advocacy
http://www.hematology.org/meetings
http://www.hematology.org/publications
http://www.hematology.org/store
http://www.bloodjournal.org/
https://www.facebook.com/AmericanSocietyofHematology
https://twitter.com/bloodjournal
https://www.youtube.com/user/ASHWebmaster
http://www.linkedin.com/company/american-society-of-hematology
http://www.instagram.com/bloodjournals
http://www.hematology.org/About/Privacy.aspx
http://www.hematology.org/About/Terms.aspx
http://www.hematology.org/About/Contact-Us.aspx
http://www.bloodjournal.org/
http://www.bloodjournal.org/page/about-blood
http://www.bloodjournal.org/page/author-center
https://blood.msubmit.net/
http://www.bloodjournal.org/page/subscriptions
http://www.bloodjournal.org/sites/default/files/additional-assets/misc/Blood_Classifieds_134_11.pdf
http://www.bloodjournal.org/
https://www.facebook.com/AmericanSocietyofHematology
https://twitter.com/bloodjournal
https://www.youtube.com/user/ASHWebmaster
http://www.linkedin.com/company/american-society-of-hematology
http://www.instagram.com/bloodjournals

