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Appendices 
 
Appendix A. Search Strategies 
 
OVID MEDLINE 
1948 to February 12, 2009 
 
Search 1: Factor VIIa Off-Label Use 
 

Rather than trying to represent “off-label” use with MeSH terms or keywords, this search 
included any article on Factor VIIa except case reports, editorials, animal-only studies 
and non-systematic reviews. This search does include systematic reviews. 

 
1. exp factor viia/ OR ("factor viia" or "factor 7a" OR rfviia OR fviia) OR (novoseven or 
eptacog* OR Niastase OR proconvertin OR "novo-seven") OR ec 3 4 21 21.rn. OR ((7a or viia) 
adj5 (factor OR rfactor)) OR (("factor vii" OR "factor 7" OR fvii OR rfvii OR "factor seven") 
adj5 (active OR activated)) 
 
2. case reports or editorial or "review" 
 
3. animals/ not humans/ 
 
1 NOT (2 OR 3 OR “ALL RESULTS FROM THE NEXT THREE SEARCHES”) 
 
Number of citations: 1684 
 
Search 2: Intracranial Hemorrhages AND Factor VIIa 
 
1. exp factor viia/ OR ("factor viia" or "factor 7a" OR rfviia OR fviia) OR (novoseven or 
eptacog* OR Niastase OR proconvertin OR "novo-seven") OR ec 3 4 21 21.rn. OR ((7a or viia) 
adj5 (factor OR rfactor)) OR (("factor vii" OR "factor 7" OR fvii OR rfvii OR "factor seven") 
adj5 (active OR activated)) 
 
2. exp Intracranial Hemorrhages/ OR exp brain/ OR exp skull/ OR intracranial.mp. OR 
intracerebral.mp. OR "basal ganglia".mp. OR brain*.mp. OR "posterior fossa".mp. OR 
cerebral.mp. OR parenchymal.mp. OR subdural.mp. OR subarachnoid.mp. OR pituitary.mp. OR 
epidural.mp 
 
3. animals/ not humans/ 
 
(1 AND 2) NOT 3 
 
Number of citations: 293 
 
Search 3: Trauma AND Factor VIIa 
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1. exp factor viia/ OR ("factor viia" or "factor 7a" OR rfviia OR fviia) OR (novoseven or 
eptacog* OR Niastase OR proconvertin OR "novo-seven") OR ec 3 4 21 21.rn. OR ((7a or viia) 
adj5 (factor OR rfactor)) OR (("factor vii" OR "factor 7" OR fvii OR rfvii OR "factor seven") 
adj5 (active OR activated)) 
 
2. exp "Wounds and Injuries"/ OR (traum* or injur* or wound*).mp. 
 
3. animals/ not humans/ 
 
(1 AND 2) NOT 3 
 
Number of citations: 459 
 
Search 4: Liver Transplantation/Cardiac Surgery/Prostatectomy AND Factor VIIa 
 
1. exp factor viia/ OR ("factor viia" or "factor 7a" OR rfviia OR fviia) OR (novoseven or 
eptacog* OR Niastase OR proconvertin OR "novo-seven") OR ec 3 4 21 21.rn. OR ((7a or viia) 
adj5 (factor OR rfactor)) OR (("factor vii" OR "factor 7" OR fvii OR rfvii OR "factor seven") 
adj5 (active OR activated)) 
 
2. exp liver transplantation/ OR ((liver* or hepatic) adj3 (transplan* or graft*)).mp. OR exp 
Cardiovascular Diseases/su [Surgery] OR exp cardiovascular surgical procedures/ OR ((heart* or 
cardi*) and surg*).mp.OR exp Prostatectomy/ OR (Prostatectom* or (resect* and prostat*)).mp. 
 
3. animals/ not humans/ 
 
(1 AND 2) NOT 3 
 
Number of citations: 294 
 
Total number of citations from OVID/MEDLINE search: 2793 
 
 
EMBASE (DIALOG) 
1974 to July 15, 2008 
 
Search 1: FACTOR VIIa NOT Letters, NOT Animal-only Studies 
 
S1      FACTOR VIIA! OR FACTOR()VIIA OR FACTOR()7A OR RFVIIA 
        OR FVIIA OR NOVOSEVEN OR EPTACOG? OR NIASTASE OR PROCONV- 
        ERTIN OR NOVO()SEVEN 
 
S2      (7A OR VIIA)(5N)(FACTOR OR RFACTOR) 
 
S3       (FACTOR()VII OR FACTOR()7 OR FVII OR RFVII OR FACTOR- 
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        ()SEVEN)(5N)(ACTIVE OR ACTIVATED) 
 
S4     DT=LETTER 
 
S5       (ANIMALS/DE OR NONHUMANS/DE) NOT (HUMANS/DE OR HUMAN- 
         /DE) 
 
S6      S1 OR S2 OR S3 
 
S7      S6 NOT (S4 OR S5) 
 
Number of citations: 1951 (excluding MEDLINE) 
 
Search 2: FACTOR VIIa AND Intracranial Hemorrhage NOT Animal-only Studies  
 
S9     BRAIN! OR SKULL! OR INTRACRANIAL OR INTRACEREBRAL OR 
       BASAL()GANGLIA OR BRAIN? OR POSTERIOR()FOSSA OR CEREBRAL 
       OR PARENCHYMAL OR SUBDURAL OR SUBARACHNOID OR PITUITARY - 
       OR EPIDURAL 
 
S10     BRAIN HEMORRHAGE! OR INTRACRANIAL HEMORRHAGES! 
 
S11     (STROKE! OR CVA OR STROKE OR APOPLEXY OR BRAIN()VASC- 
        ULAR()ACCIDENT? OR CEREBROVASCULAR()ACCIDENT OR CEREBROV- 
        ASCULAR ACCIDENT/DE) AND ( HEMORRHAGE! OR BLEEDING! OR H- 
        EMORRHAG? OR BLEED?) 
 
S12      S6 NOT S5 
 
S13      s12 AND (S24 OR S13 OR S18) 
 
Number of citations: 745 (excluding MEDLINE) 
 
Search 3: FACTOR VIIa and Liver Transplantation/Heart Surgery/Prostatectomy NOT Animal-
only Studies 
 
S15     LIVER TRANSPLANTATION! 
 
S16     (LIVER? OR HEPATIC)(5N)(TRANSPLANT? OR GRAFT?) 
 
S17     CARDIOVASCULAR SURGICAL PROCEDURES! OR CARDIOVASCULAR 
          SURGERY! 
S18    CARDIOVASCULAR DISEASES! 
 
S19     S32(L)SU 
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S20    CARDIOVASCULAR DISEASE! 
 
S21     S20(L)SU 
 
S22     (HEART? OR CARDI?) AND (SURG? OR PRESURG? OR POSTSURG? OR 
PERIOPERAT? OR OPERATION? OR OPERATIVE OR PERIOPERAT? OR PREOPERAT? 
OR POSTOPERAT? OR RESECT?)//TI,AB,DE 
 
S23      PROSTATECTOMY! 
 
S24     PROSTATECTOM? OR ((SURG? OR PRESURG? OR POSTSURG? OR 
         PERIOPERAT? OR OPERATION? OR OPERATIVE OR PERIOPERAT? OR 
         PREOPERAT? OR POSTOPERAT? OR RESECT?) AND PROSTAT?) 
 
S25      (S15-S24 combined with OR) AND S12 
 
Number of citations: 891 (excluding MEDLINE) 
 
Search 4: FACTOR VIIa and Trauma NOT Animal-only Studies 
 
S27    DC='C21.866.'  (WOUNDS AND INJURIES) 
 
S28    TRAUM? OR INJUR? OR WOUND? 
 
S29     S12 AND (S27 OR S28) 
 
Number of citations: 403 (excluding MEDLINE) 
 
Total number of citations from EMBASE search: 3990 
 
All OVID EBM Review Databases (Cochrane DSR, ACP Journal Club, DARE, CCTR, 
CMR, HTA, and NHSEED) 
No date restrictions. Searched up to February 12, 2009 
 
Factor VIIa Off-Label Use 
 
"factor viia" or "factor 7a" OR rfviia OR fviia OR novoseven or eptacog* OR Niastase OR 
proconvertin OR "novo-seven” OR (7a or viia) adj5 (factor OR rfactor) OR ("factor vii" OR 
"factor 7" OR fvii OR rfvii OR "factor seven") adj5 (active OR activated) 
 
Number of citations: 161 
 
BIOSIS (ISI) 
1926 to February 12, 2009 
 
Factor VIIa Off-Label Use 



Comparative Effectiveness of Recombinant Factor VIIa for Off-Label Indications versus Usual Care 

Draft Appendices 
 

 A-5 

 
Broad search aimed at retrieving all articles on Factor VIIa, but excluding letters and 
animal-only studies. 

 
"factor viia" or "factor 7a" OR rfviia OR fviia OR novoseven or eptacog* OR Niastase 
OR proconvertin OR “novo-seven” OR (7a or viia) adj5 (factor OR rfactor) OR ("factor 
vii" OR "factor 7" OR fvii OR rfvii OR "factor seven") adj5 (active OR activated) 

 
1 NOT Letters 

 
2 NOT animals NOT humans 

 
Number of citations: 3190 
 
Total number of unique citations from all databases (after removing duplicate citations): 4967 
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Appendix B. List of Excluded Studies 
 
 
Article citation 
 

Rationale for 
exclusion 

Abdullah F, Hunter C, Hargrove C, Arnold M, Stein J. Recombinant factor VIIa for 
treatment of massive liver fracture in a premature infant. J Pediatr Surg. 
2006;41(10):1764-7. 

Ineligible 
study design 

Abraldes JG, Dell'Era A, Bosch J. Medical management of variceal bleeding in patients 
with cirrhosis. Can J Gastroenterol. 2004;18(2):109-13. 

Ineligible 
study design 

Abu-Hajir M, Hollowell J, Nagargoje G. Management of 2 patients with subdural 
hematoma and coagulopathy with recombinant human activated Factor VII (novoseven, 
rVIIa). Blood. 2001;98(11 Part 2):79b. 

Small sample 
size 

Adams GL, Manson RJ, Turner I, Sindram D, Lawson JH. The balance of thrombosis 
and hemorrhage in surgery. Hematol Oncol Clin North Am. 2007;21(1):13-24. 

Ineligible 
study design 

Afessa B, Peters SG. Major complications following hematopoietic stem cell 
transplantation. Semin Respir Crit Care Med. 2006;27(3):297-309. 

Ineligible 
study design 

Agarwal MB, Patnaik M. Recombinant activated factor VII (rFVIIa, NovoSeven). Journal 
of the Association of Physicians of India. 2005;53:717-20. 

Ineligible 
study design 

Agarwal N, Spahr JE, Rodgers GM. Successful management of intra-abdominal 
hemorrhage in the presence of severe alcoholic liver disease with activated 
recombinant factor VII (rFVIIa; NovoSeven): a case report and review of the literature 
on approved and off-label of rFVIIa. Blood Coagulation & Fibrinolysis. 2007;18(2):205-
207. 

Ineligible 
study design 

Aggarwal A, Catlett J, Alcorn K. Use of recombinant activated factor VII (rFVIIa) in the 
management of intractable bleeding in surgical and trauma patients. Blood. 2001;98(11 
Part 2):66b. 

Small sample 
size 

Aguilar C, Lucia JF. Successful control of severe postoperative bleeding with 
recombinant factor VIIa in a case of refractory idiopathic thrombocytopenic purpura. Am 
J Hematol. 2007;82(3):246-7. 

Ineligible 
study design 

Aguilar MI, Dernaerschalk BM. Intracerebral Hemorrhage. Seminars in Neurology. 
2007;27(4):376-384. 

Ineligible 
study design 

Aguilar MI, Hart RG, Kase CS, et al. Treatment of warfarin-associated intracerebral 
hemorrhage: literature review and expert opinion.[erratum appears in Mayo Clin Proc. 
2007 Mar;82(3):387]. Mayo Clinic Proceedings. 2007;82(1):82-92. 

Ineligible 
study design 

Ahonen J, Jokela R. Recombinant factor VIIa for life-threatening post-partum 
haemorrhage.[see comment]. British Journal of Anaesthesia. 2005;94(5):592-5. 

Ineligible 
study design 

Aitken MG. Recombinant factor VIIa. Emerg Med Australas. 2004;16(5-6):446-55. Ineligible 
study design 

Aiyagari V, Diringer MN. Response to discussion by Dr Philip Hebert. Use of 
recombinant activated factor VIIa (FVIIa) in severe head injury. J Crit Care. 
2006;21(1):115-6; author reply 116. 

Ineligible 
study design 

Aiyagari V, Menendez JA, Diringer MN. Treatment of severe coagulopathy after gunshot 
injury to the head using recombinant activated factor VII. J Crit Care. 2005;20(2):176-9. 

Small sample 
size 

Akyildiz M, Turan I, Ozutemiz O, Batur Y, Ilter T. A cerebrovascular event after single-
dose administration of recombinant factor VIIa in a patient with esophageal variceal 
bleeding. Digestive Diseases & Sciences. 2006;51(9):1647-9. 

Ineligible 
study design 

Al Douri M, Shafi T, Al Khudairi D, et al. Effect of the administration of recombinant 
activated factor VII (rFVIIa; NovoSeven) in the management of severe uncontrolled 
bleeding in patients undergoing heart valve replacement surgery. Blood Coagul 
Fibrinolysis. 2000;11 Suppl 1:S121-7. 

Small sample 
size 

Al Hammadi AM, Sallah S. Efficacy and safety of recombinant factor VIIa in the 
treatment of bleeding episodes in patients with aplastic anemia. Journal of Thrombosis 
& Haemostasis. 2007;5(2):435-6. 

Ineligible 
study design 
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Al Sobhi E, Zahrani Z, Zevallos E, Zuraiki A. Imatinib-induced immune hepatitis: case 
report and literature review. Hematology. 2007;12(1):49-53. 

Ineligible 
study design 

Al Sobhi E. Successful outcome of using recombinant activated factor VII (rFVIIa) in 
liver biopsy in a patient with liver failure. J Thromb Haemost. 2006;4(9):2073-4. 

Ineligible 
study design 

Alameri A, Baker NS. Successful use of recombinant activated factor VII in the 
treatment of vitreous haemorrhage: a report of seven cases. Blood Coagulation & 
Fibrinolysis. 2005;16(8):573-8. 

Small sample 
size 

Alavi AA, Jalali SM, Rasouli MR, et al. Administration of recombinant activated factor VII 
in major thoracic operations.[comment]. Archives of Surgery. 2008;143(10):1021; author 
reply 1021. 

Other: 
unpublished 
data 

Alcorn K, Aggarwal A. Single Institution Experience of Recombinant Activated Factor VII 
(Novo-Seven) in the Management of Intractable Bleeding in Surgical and Trauma 
Patients. Blood. 2002;100(11):Abstract No. 3840. 

Data 
combined for 
multiple 
conditions 

Aldouri M. The use of recombinant factor VIIa in controlling surgical bleeding in non-
haemophiliac patients. Pathophysiology of Haemostasis & Thrombosis. 2002;32 Suppl 
1:41-6. 

Small sample 
size 

Aledort LM. Activated prothrombin complex concentrates and recombinant factor VIIa in 
the bleeding patient: are they appropriate and safe?[comment]. Journal of Thoracic & 
Cardiovascular Surgery. 2003;126(6):2112-3. 

Ineligible 
study design 

Aledort LM. Adverse reactions related to rVIIa? Am J Hematol. 2001;67(3):213. Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Aledort LM. Comparative thrombotic event incidence after infusion of recombinant factor 
VIIa versus factor VIII inhibitor bypass activity.[see comment]. Journal of Thrombosis & 
Haemostasis. 2004;2(10):1700-8. 

Ineligible 
study design 

Aledort LM. MedWatch: an important instrument for postlicensing 
surveillance.[comment]. Journal of Thrombosis & Haemostasis. 2006;4(7):1637. 

Ineligible 
study design 

Aledort LM. Recombinant factor VIIa is a pan-hemostatic agent? Thromb Haemost. 
2000;83(5):637-8. 

Other 
populations 
with 
congenital or 
chronic 
acquired 
bleeding or 
clotting 
disorders (eg, 
Glanzmann’s) 

Aledort LM. rFVIIa--its thrombogenicity. Thromb Haemost. 2000;84(3):522-3. Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Alexander E. Emerging role of recombinant factor VIIa in neuroscience. AACN Adv Crit 
Care. 2006;17(4):363-7. 

Ineligible 
study design 

Alfirevic Z, Elbourne D, Pavord S, et al. Use of recombinant activated factor VII in 
primary postpartum hemorrhage - The northern European registry 2000-2004. 
Obstetrics & Gynecology. 2007;110(6):1270-1278. 

Ineligible 
study design 

Alfirevic Z, Elbourne D, Pavord S, et al. Use of recombinant activated factor VII in Ineligible 



Comparative Effectiveness of Recombinant Factor VIIa for Off-Label Indications versus Usual Care 

Draft Appendices 
 

 A-8 

primary postpartum hemorrhage: the Northern European registry 2000-2004. Obstet 
Gynecol. 2007;110(6):1270-8. 

study design 

Ali ZS, Al-Shaalan H, Jorgensen J. Successful treatment of massive acute lower 
gastrointestinal bleeding in diverticular disease of colon, with activated recombinant 
factor VII (NovoSeven). Blood Coagul Fibrinolysis. 2006;17(4):327-9. 

Ineligible 
study design 

Alimoghaddam K, Ghavamzadeh A, Jahani M. Use of Novoseven for arsenic trioxide-
induced bleeding in PML. American Journal of Hematology. 2006;81(9):720. 

Ineligible 
study design 

Al-Khuwaitir TS, Al-Moghairi AM, Sherbeeni SM, Al-Ghamdi AS. Rift Valley fever 
hepatitis complicated by disseminated intravascular coagulation and hepatorenal 
syndrome. Saudi Med J. 2004;25(4):528-31. 

Ineligible 
study design 

Allard S, Earley J, Davies JK, Cantwell C, Fulkes V. Hospital blood transfusion services 
in a mass casualty situation: lessons to be learned from July 2005 London bombings. 
British Journal of Haematology. 2006;133(Suppl. 1):2. 

Ineligible 
study design 

Allen GA, Hoffman M, Roberts HR, Monroe DM, 3rd. Recombinant activated factor VII: 
its mechanism of action and role in the control of hemorrhage. Canadian Journal of 
Anaesthesia. 2002;49(10):S7-14. 

Ineligible 
study design 

Allen KB, Heimansohn DA. Activated recombinant factor VII: Safety assessment in 
cardiovascular surgery patients at high risk for postoperative bleeding. Chest. 
2006;130(4, Suppl. S):187S. 

Small sample 
size 

Al-Ruzzeh S, Mahmoud A, Shah S, O'Regan D. Caution with the use of recombinant 
activated factor VII in treating postoperative hemorrhage in cardiac surgery. Ann Thorac 
Surg. 2007;83(1):355; author reply 355-6. 

Ineligible 
study design 

Al-Said K, Anderson R, Wong A, Le D. Recombinant factor VIIa for intraoperative 
bleeding in a child with hepatoblastoma and review of recombinant activated factor VIIa 
use in children undergoing surgery. Journal of Pediatric Surgery. 2008;43(4):e15-9. 

Ineligible 
study design 

Al-Shahi R, You H. Hemostatic Drug Therapies for Acute, Nontraumatic Intracerebral 
Hemorrhage. Stroke. 2006. 

Ineligible 
study design 

Al-Trabolsi H, Carcao MD, Freedman J, et al. Factor VIIa overdose: Clinical and 
laboratory observations. Blood. 1998;92(10 SUPPL. 1 PART 1-2):104B. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Altuncu E, Berrak S, Bilgen H, Yurdakul Z, Canpolat C, Ozek E. Use of recombinant 
factor VIIa in a preterm infant with coagulopathy and subdural hematoma. Journal of 
Maternal-Fetal & Neonatal Medicine. 2007;20(8):627-9. 

Small sample 
size 

Alving BM. Platelet substitutes: The reality and the potential. Vox Sanguinis. 
2002;83(Supplement 1):287-288. 

Ineligible 
study design 

Anantharaju A, Mehta K, Mindikoglu AL, Van Thiel DH. Use of activated recombinant 
human factor VII (rhFVIIa) for colonic polypectomies in patients with cirrhosis and 
coagulopathy. Digestive Diseases and Sciences. 2003;48(7):1414-1424. 

Ineligible 
study design 

Anderson JAM, Cook MK, Ludlam CA. Can factor VIIa alone secure haemostasis in 
patients with liver cirrhosis? Haemostasis. 2000;30(Suppl. 1):197-198. 

Ineligible 
study design 

Andonova R, Gavrilova N, Bogdanova R, Kotzeva S, Brankov O. Initial experience with 
recombinant activated factor VII (NovoSeven(R)) in trauma and surgery paediatric 
cases of uncontrolled bleeding. Anaesthesiology and Intensive Care. 2006;33(2):7-12. 

Unable to 
obtain 
publication 

Andrews TR, Dwyer JP, Rivera CE. Use of NovoSeven (Recombinant human 
coagulation factor VIIa) as treatment for bleeding in multiple myeloma with a factor VII 
clearing antibody. Blood. 2003;102(11):108b. 

Ineligible 
study design 

Anonymous. 21st Annual Meeting of the European-Association-of-Cardiothoracic-
Anaesthesiologists, Venice, ITALY, May 24 -27, 2006. European Journal of 
Anaesthesiology. 2006;23(Suppl. 38):1-47. 

Other: 
conference 
proceedings 

Anonymous. 40th Annual Meeting of the German-Society-for-Transfusion-Medicine-
and-Immunohematology, Friedrichshaften, GERMANY, September 18 -21, 2007. 

Other: 
conference 
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Transfusion Medicine and Hemotherapy. 2007;34(Suppl. 1):1-74. proceedings 
Anonymous. Annual Scientific Meeting of the Trauma-Association-of-Canada, Whistler, 
CANADA, April 03 -05, 2008. Journal of Trauma Injury Infection and Critical Care. 
2008;64(2):544-559. 

Duplicate 

Anonymous. Controlled off-label use of recombinant activated factor VII (NovoSeven) 
can build evidence base. Cardiovascular Journal of Africa. 2008;19(1):52-4. 

Ineligible 
study design 

Anonymous. Meeting on Haemostasis and Transfusion: Perioperative Management in 
Elderly Patients, Graz, Austria, October 27-28, 2000. Infusion Therapy and Transfusion 
Medicine. 2001;28(2):97-118. 

Duplicate 

Anonymous. Proceedings of the 4th Symposium on Hemostasis with Special Focus on 
Factor VIIa and Tissue Factor-Understanding the Molecular Mechanism. April 3-5, 
2008. Chapel Hill, North Carolina. Thrombosis Research. 2008;122 Suppl 1:S1-81. 

Animal or in-
vitro study 

Anonymous. Proceedings of the 9th Novo Nordisk Symposium on Haemostasis 
Management, November 15-16, 2007, Barcelona, Spain. Seminars in Hematology. 
2008;45(2 Suppl 1):S1-74. 

Ineligible 
study design 

Ansari S, Salehi S. Coagulopathy after spider bites to a 6-year-old boy. Pediatr Hematol 
Oncol. 2007;24(3):233-5. 

Ineligible 
study design 

Ansell J, Hirsh J, Hylek E, Jacobson A, Crowther M, Palareti G. Pharmacology and 
management of the vitamin K antagonists. Chest. 2008;133(6, Suppl. S):160S-198S. 

Ineligible 
study design 

Apostolidou I, Sweeney MF, Missov E, Joyce LD, John R, Prielipp RC. Acute left atrial 
thrombus after recombinant factor VIIa administration during left ventricular assist 
device implantation in a patient with heparin-induced thrombocytopenia. Anesth Analg. 
2008;106(2):404-8, table of contents. 

Small sample 
size 

Arai M. Factor VIIa in acute intracerebral haemorrhage. ClinicalTrials.gov. 2005. No usable 
data 

Argall J, Teece S, Mackway-Jones K. Factor VIIa for intractable blood loss in trauma. 
Emerg Med J. 2002;19:556-7. 

Ineligible 
study design 

Argall J, Teece S. Towards evidence based emergency medicine: best BETs from 
Manchester Royal Infirmary. Factor VIIa for intractable blood loss in trauma. Emerg Med 
J. 2002;19(6):556-7. 

Ineligible 
study design 

Arthurs Z, Cuadrado D, Beekley A, et al. The impact of hypothermia on trauma care at 
the 31st combat support hospital. American Journal of Surgery. 2006;191(5):610-4. 

No usable 
data 

Ashrani AA, Gabriel DA, Gajewski JL, Jacobs DR, Jr., Weisdorf DJ, Key NS. Pilot study 
to test the efficacy and safety of activated recombinant factor VII (NovoSeven) in the 
treatment of refractory hemorrhagic cystitis following high-dose chemotherapy. Bone 
Marrow Transplantation. 2006;38(12):825-8. 

Ineligible 
study design 

Ashrani AA, Gabriel DA, Gajewski JL, Key NS. Pilot study to test the efficacy and safety 
of recombinant factor VIIa (rFVIIa, NovoSeven (TM)) in the treatment of refractory 
hemorrhagic cystitis following high dose chemotherapy. Blood. 2004;104(11, Part 
1):322A. 

Ineligible 
study design 

Athale UH, Chan AK. Hemorrhagic complications in pediatric hematologic malignancies. 
Semin Thromb Hemost. 2007;33(4):408-15. 

Ineligible 
study design 

Atkison PR, Jardine L, Williams S, Barr RM, Quan D, Wall W. Use of recombinant factor 
VIIa in pediatric patients with liver failure and severe coagulopathy. Transplant Proc. 
2005;37(2):1091-3. 

Ineligible 
study design 

Auer RN, Sutherland GR. Primary intracerebral hemorrhage: pathophysiology. 
Canadian Journal of Neurological Sciences. 2005;32 Suppl 2:S3-12. 

Ineligible 
study design 

Auriel E, Bornstein NM. Treatment of acute intracerebral hemorrhage. Israel Medical 
Association Journal: Imaj. 2006;8(11):812-4. 

Ineligible 
study design 

Bacigalupo A. Haemopoietic stem cell transplants: The impact of haemorrhagic 
complications. Blood Reviews. 2003;17(Suppl 1):S6-S10. 

Ineligible 
study design 

Badjatia N, Rosand J. Intracerebral hemorrhage. Neurologist. 2005;11(6):311-24. Ineligible 
study design 

Badra G, El-Abassy M, Lotfy M, Alenzi FQ, Waked I. A life-sustaining single dose of 
recombinant activated factor VII for an Egyptian patient with hemorrhagic crisis. Saudi 

Ineligible 
study design 
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Med J. 2007;28(6):979-81. 
Baker DS, Shenoy S. Treatment of non-hemophiliac disorders in children with 
recombinant FVIIa - A review of dosing, safety, and efficacy. Blood. 2005;106(11, Part 
2):122B. 

Ineligible 
study design 

Baldi G, Altomonte F, Altomonte M, et al. Intracranial haemorrhage in patients on 
antithrombotics: clinical presentation and determinants of outcome in a prospective 
multicentric study in Italian emergency departments. Cerebrovasc Dis. 2006;22(4):286-
93. 

Small sample 
size 

Balen S, Roganovic I, Vukelic-Damiani N. Recombinant factor VIIa in treatment of 
severe thrombocytopenic patients: case report. Vox Sanguinis. 2005;89(Suppl. 1):195. 

Ineligible 
study design 

Ballen J, Raabe M, Muirhead B. Aortic dissection and hypothermic arrest in a Jehovah's 
Witness patient: a case for recombinant factor VIIa?[see comment]. Canadian Journal 
of Anaesthesia. 2006;53(4):353-6. 

Small sample 
size 

Barbui T, Caruso V, Tognoni G, Marchioli R. Prognosis of veno-occlusive disease after 
stem cell transplantation in the DF-VOD trial. On behalf of the DF-VOD investigators. 
Blood. 2004;104(11, Part 1):322A. 

Not on rFVIIa 

Barcelona SL, Thompson AA, Cote CJ. Intraoperative pediatric blood transfusion 
therapy: a review of common issues. Part II: transfusion therapy, special considerations, 
and reduction of allogenic blood transfusions. Paediatric Anaesthesia. 2005;15(10):814-
30. 

Ineligible 
study design 

Barkagan ZS. Pathogenesis and therapy of hemostatic disorders in cancer patients. 
Terapevticheskii Arkhiv. 1997;69(7):65-67. 

Foreign 
language 

Barkagan ZS. The role of hemostasis system components in therapy of DIC-syndrome 
and thrombophilias. Gematologiya i Transfuziologiya. 2005;50(6):9-12. 

Foreign 
language 

Barnes C, Blanchette V, Canning P, Carcao M. Recombinant FVIIa in the management 
of intracerebral haemorrhage in severe thrombocytopenia unresponsive to platelet-
enhancing treatment. Transfusion Medicine. 2005;15(2):145-50. 

Small sample 
size 

Barro C, Wrobleski I, Piolat C, et al. Successful use of recombinant factor VIIa for 
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study design 
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study design 
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Small sample 
size 

Baxter MS, Schroeder WS, Cheng Y, Bernstein ZP. Diminished response to 
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Ineligible 
study design 
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Small sample 
size 
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Small sample 
size 
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Small sample 
size 
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prolonged prothrombin times (PT) in cirrhotics. Hepatology. 1995;22(4 PART 2):289A. 

Ineligible 
study design 
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Small sample 
size 
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size 

Bijsterveld NR, Moons AH, Boekholdt SM, et al. Ability of recombinant factor VIIa to 
reverse the anticoagulant effect of the pentasaccharide fondaparinux in healthy 
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humans, but 
rFVIIa is NOT 
used as a 
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clinically 
relevant 
outcomes 
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size 
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haemorrhage: use of a clinical scoring system to predict outcome. Vox Sang. 
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Small sample 
size 

Biss TT, Hanley JP. Recombinant activated factor VII (rFVIIa/NovoSeven) in intractable 
haemorrhage: use of a clinical scoring system to predict outcome.[see comment]. Vox 
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Small sample 
size 

Biss TT, Hanley JP. The use of recombinant factor VIIa in the management of major 
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Data 
combined for 
multiple 
conditions 
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study design 
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Small sample 
size 
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Ineligible 
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study design 

Bontempo FA, Friedlander L, Van Thiel DH. The use of recombinant human factor VIIa 
concentrate for short term reversal of coagulopathy in patients undergoing liver biopsy. 
Blood. 2003;102(11):106b. 
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Bosinski TJ, El Solh AA. Recombinant factor VIIa, its clinical properties, and the tissue 
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Small sample 
size 
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growth: an exploratory analysis. Stroke. 2007;38(3):1072-5. Duplicate 
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Small sample 
size 
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study design 
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size 
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size 
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study design 

Butenas S, Mann KG. Active tissue factor in blood? Nat Med. 2004;10(11):1155-6; 
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Animal or in-
vitro study 
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study design 
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study design 
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No usable 
data 
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A(7):1279-81. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Carbert S, Venn R. Recently published papers: out with the old and in with the new ... 
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study design 
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study design 
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study design 
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study design 
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study design 
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No usable 
data 

Cervera JS, Andres Blasco CJ, Mena-Duran AV. Treatment of acute bleeding with Ineligible 
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study design 
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patient with essential thrombocythaemia with uncontrolled surgical bleeding. 
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study design 
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study design 
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Data 
combined for 
multiple 
conditions 
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Small sample 
size 
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Small sample 
size 
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study design 
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study design 
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school. Blood. 2006;108(11, Part 2):86B. 
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combined for 
multiple 
conditions 
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study design 
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size 
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P. Recombinant activated factor VII in children with acute bleeding resulting from liver 
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study design 

Chuansumrit A, Treepongkaruna S, Hongeng S, Teeraratkul S, Phuapradit P. 
Recombinant factor VIIa combined with fresh frozen plasma in restoring hemostasis for 
invasive procedures in patients with liver diseases. Hepatology. 2001;34(4 Pt. 2):532A. 

Unable to 
obtain 
publication 

Chuansumrit A, Treepongkaruna S, Phuapradit P. Combined fresh frozen plasma with 
recombinant factor VIIa in restoring hemostasis for invasive procedures in children with 
liver diseases. Thromb Haemost. 2001;85(4):748-9. 

Ineligible 
study design 

Ciacma A, Debski R, Malinowski A, Wlodarczyk B. Recombinant Activated Factor VII 
(rFVIIa) Effectively Controls Bleeding in Gynecologic Surgery: A Report on Four Cases. 
Journal of Gynecologic Surgery. 2005;21:13-20. 

Ineligible 
study design 

Cimic N, Tulleken JE, Zijlstra JG, van der Bij W, Boonstra PW. Recombinant factor VIIa 
for refractory hemorrhage after lung transplantation. Transplantation. 2005;79(6):741-2. 

Ineligible 
study design 

Clark AD, Gordon WC, Walker ID, Tait RC. 'Last-ditch' use of recombinant factor VIIa in 
patients with massive haemorrhage is ineffective. Vox Sanguinis. 2004;86(2):120-4. 

Small sample 
size 

Clarke P, Shearer MJ. Vitamin K deficiency bleeding after missed prophylaxis: rapid 
synergistic effect of vitamin K therapy on hemostasis.[comment]. Southern Medical 
Journal. 2007;100(6):612-3. 

Ineligible 
study design 

Colina CM, Venkateswarlu D, Duke R, Perera L, Pedersen LG. What causes the 
enhancement of activity of factor VIIa by tissue factor? Journal of Thrombosis & 
Haemostasis. 2006;4(12):2726-9. 

Not on rFVIIa 

Conen A, Weisser M, Tsakiris DA, Siegemund M. Failure of recombinant factor VIIa in a 
patient with severe polymicrobial sepsis and postoperative uncontrolled intraabdominal 
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Escobar MA. Reversal of coumarin-induced over-anticoagulation. Br J Haematol. 
2002;118(3):925-6; author reply 926. 

Ineligible 
study design 

Escolar G. New insights into the management of bleeding disorders. Drug News & 
Perspectives. 2004;17(4):285-8. 

Ineligible 
study design 

Essex D, Bluth M, Gloster E, et al. Successful use of recombinant factor VIIa (rFVIIa) for 
trauma-associated massive hemorrhage. Blood. 2000;96(11 Part 1):268a. 

Small sample 
size 

Estella A, Jareno A, Perez-Bello Fontaina L, Estella A, Jareno A, Perez-Bello Fontaina 
L. Intrapulmonary administration of recombinant activated factor VII in diffuse alveolar 
haemorrhage: a report of two case stories. Cases journal. 2008;1(1):150. 

Ineligible 
study design 

Evidence-based haemostasis. Proceedings of a symposium. Dublin, Ireland. November 
9-11, 2001. Pathophysiology of Haemostasis & Thrombosis. 2002;32 Suppl 1:V; 1-52. 

Ineligible 
study design 

Ewanchuk MA, Hudson DA. Best evidence in anesthetic practice: recombinant activated 
factor VII for acute intracerebral hemorrhage: a promising therapy for a devastating 
problem?[comment]. Canadian Journal of Anaesthesia. 2006;53(3):250-1. 

Ineligible 
study design 

Ewenstein BM. Continuous infusion of recombinant factor VIIa: continue or not? Thromb 
Haemost. 2001;86(4):942-4. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Faber P, Craig WL, Duncan JL, Holliday K. The successful use of recombinant factor 
VIIa in a patient with vascular-type Ehlers-Danlos syndrome. Acta Anaesthesiol Scand. 
2007;51(9):1277-9. 

Ineligible 
study design 

Faber P, Reid C, El-Shafei H, Falase B, DeAnda A, Jr., Mazer CD. Case 5-2006: 
recombinant factor VIIa in the management of postoperative bleeding after repair for 
inadvertently thrombolysed acute type A aortic dissection. Journal of Cardiothoracic & 
Vascular Anesthesia. 2006;20(5):736-41. 

Small sample 
size 

Factor VII improves outcome in stroke. Pharmaceutical Journal. 2005;274(7339):263. Ineligible 
study design 

Fareed J, Bick RL, Kessler C, et al. Potential thrombogenic complications with the use 
of recombinant activated factor VII in combat trauma. Clinical & Applied 
Thrombosis/Hemostasis. 2007;13(2):121-3. 

Ineligible 
study design 

Farlo JN. Management of Hemostasis during Extreme Normovolemic Hemodilution in 
Pediatric Jehovah Witness Patients Undergoing High- Risk Surgical Procedures. 
Anesthesiology Abstracts of Scientific Papers Annual Meeting. 2003(2003):Abstract No. 
A-1425. 

Ineligible 
study design 

Farmer BM, Duthie E, Nelson LS. The dangers associated with fondaparinux (FDX) and 
reversal with recombinant factor VIIa. Clinical Toxicology. 2008;46(7):641. 

Unable to 
obtain 
publication 

Farrugia A. Assessing efficacy and therapeutic claims in emerging indications for 
recombinant factor VIIa: Regulatory perspectives. Seminars in Hematology. 2006;43(1, 
Suppl. 1):S64-S69. 

Ineligible 
study design 

FAST: rFVIIa has no effect on death or disability after ICH. Formulary. 2007;42:445-6. Ineligible 
study design 
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Felfernig M, Huepfl M. Experience of recombinant activated factor VII (NovoSeven) in 
the operating theatre and intensive care unit for the management of intracranial 
bleeding in nonhaemophilic patients. Clinical Neurology & Neurosurgery. 
2008;110(3):227-32. 

Small sample 
size 

Feng S, Humar A, Pomfret E, Fishbein T, Gaber O. Surgical challenges in 
transplantation: the Fourth Annual American Society of Transplant Surgeons' State-of-
the-Art Winter Symposium. Am J Transplant. 2005;5(3):428-35. 

Ineligible 
study design 

Fenger-Eriksen C, Ingerslev J, Sorensen B. Coagulopathy induced by colloid plasma 
expanders--search for an efficacious haemostatic intervention. Acta Anaesthesiologica 
Scandinavica. 2006;50(7):899-900. 

Ineligible 
study design 

Ferro JM. Update on intracerebral haemorrhage. Journal of Neurology. 
2006;253(8):985-99. 

Ineligible 
study design 

Fewel ME, Park P. The emerging role of recombinant-activated factor VII in neurocritical 
care. Neurocritical Care. 2004;1(1):19-29. 

Ineligible 
study design 

Filan PM, Mills JF, Clarnette TD, Ekert H, Ekert P. Spontaneous liver hemorrhage 
during laparotomy for necrotizing enterocolitis: a potential role for recombinant factor 
VIIa. J Pediatr. 2005;147(6):857-9. 

Ineligible 
study design 

Firozvi K, Acs P, Baidas S, Deveras R, Kessler CM. Efficacious and safe use of 
recombinant activated factor VII (rFVIIa) in patients with enoxaparin (ENOX)-induced 
bleeding and pre-existing hypercoagulable states. Blood. 2004;104(11, Part 1):300A. 

Ineligible 
study design 

Firozvi K, Deveras RAE, Kessler CM. Reversal of low-molecular-weight heparin-induced 
bleeding in patients with pre-existing hypercoagulable states with human recombinant 
activated factor VII concentrate. American Journal of Hematology. 2006;81(8):582-589. 

Ineligible 
study design 

First Reports of Adverse Drug Reactions in Recent Weeks. Drugs & Therapy 
Perspectives. 2005;21(5):18-20. Not on rFVIIa 

Fischer D, Schloesser R, Buxmann H, et al. Recombinant activated Factor VII as a 
hemostatic agent in very low birth weight preterms with gastrointestinal hemorrhage and 
disseminated intravascular coagulation. Journal of Pediatric Hematology/Oncology. 
2008;30(5):337-42. 

Ineligible 
study design 

Fishman PE, Drumheller BC, Dubon ME, Slesinger TL. Recombinant activated factor 
VII use in the emergency department. Emergency Medicine Journal. 2008;25(10):625-
30. 

Ineligible 
study design 

Flood VH, Galderisi FC, Lowas SR, Kendrick A, Boshkov LK. Hemorrhagic disease of 
the newborn despite vitamin K prophylaxis at birth. Pediatric Blood & Cancer. 
2008;50(5):1075-7. 

Small sample 
size 

Flynn JD, Camp PC, Jr., Jahania MS, Ramaiah C, Akers WS. Successful treatment of 
refractory bleeding after bridging from acute to chronic left ventricular assist device 
support with recombinant activated factor VII. ASAIO Journal. 2004;50(5):519-21. 

Small sample 
size 

Flynn JD, Pajoumand M, Camp PC, Jr., Jahania MS, Ramaiah C, Akers WS. 
Recombinant factor VIIa for refractory bleeding following orthotopic heart 
transplantation. Annals of Pharmacotherapy. 2004;38(10):1639-42. 

Small sample 
size 

Fontaine MJ, Lazarchick J, Taylor S, Annibale D. Perinatal/Neonatal Case Presentation. 
Journal of Perinatology. 2004;24:310-311. 

Ineligible 
study design 

Foot CL, Fraser JF, Mullany DV. Common Complications after Cardiac Surgery in the 
Adult: Anecdotes, biases... and some evidence. Current Anaesthesia & Critical Care. 
2005;16:331-345. 

Ineligible 
study design 

Fox CJ, Gillespie DL, Cox ED, et al. Damage control resuscitation for vascular surgery 
in a Combat Support Hospital. Journal of Trauma Injury Infection and Critical Care. 
2008;65(1):1-9. 

Small sample 
size 

Fox CJ, Gillespie DL, Cox ED, et al. The effectiveness of a damage control resuscitation 
strategy for vascular injury in a combat support hospital: results of a case control study. 
Journal of Trauma-Injury Infection & Critical Care. 2008;64(2 Suppl):S99-106; 
discussion S106-7. 

No usable 
data 

Franchini M, Franchi M, Bergamini V, et al. A critical review on the use of recombinant 
factor VIIa in life-threatening obstetric postpartum hemorrhage. Seminars in Thrombosis 

Ineligible 
study design 
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& Hemostasis. 2008;34(1):104-12. 
Franchini M, Franchi M, Bergamini V, Salvagno GL, Montagnana M, Lippi G. A critical 
review on the use of recombinant factor VIIa in life-threatening obstetric postpartum 
hemorrhage. Seminars in Thrombosis & Hemostasis. 2008;34(1):104-12. 

Ineligible 
study design 

Franchini M, Lippi G, Franchi M. The use of recombinant activated factor VII in obstetric 
and gynaecological haemorrhage. Bjog. 2007;114(1):8-15. 

Ineligible 
study design 

Franchini M, Manzato F, Salvagno GL, Lippi G. Potential role of recombinant activated 
factor VII for the treatment of severe bleeding associated with disseminated 
intravascular coagulation: a systematic review. Blood Coagulation & Fibrinolysis. 
2007;18(7):589-93. 

Ineligible 
study design 

Franchini M, Montagnana M, Targher G, Zaffanello M, Lippi G. The use of recombinant 
factor Vila in liver diseases. Blood Coagulation & Fibrinolysis. 2008;19(5):341-348. 

Ineligible 
study design 

Franchini M, Veneri D, Lippi G. The potential role of recombinant activated FVII in the 
management of critical hemato-oncological bleeding: a systematic review. Bone Marrow 
Transplantation. 2007;39(12):729-35. 

Ineligible 
study design 

Franchini M, Zaffanello M, Veneri D. Recombinant factor VIIa - An update on its clinical 
use. Thrombosis and Haemostasis. 2005;93(6):1027-1035. 

Ineligible 
study design 

Franchini M, Zaffanello M, Veneri D. Recombinant factor VIIa. An update on its clinical 
use. Thromb Haemost. 2005;93(6):1027-35. 

Ineligible 
study design 

Franchini M. Recombinant factor VIIa: A review on its clinical use. International Journal 
of Hematology. 2006;83(2):126-138. 

Ineligible 
study design 

Franczuk B, Derlatka E, Freedland Y. The effect of recombinant factor VIIa 
(NovoSeven(R)) on peri-operative bleeding during total knee replacement in a non-
hemophiliac patient. Ortopedia Traumatologia Rehabilitacja. 2004;6(4):483-9. 

Ineligible 
study design 

Fraser IS, Porte RJ, Kouides PA, Lukes AS. A benefit-risk review of systemic 
haemostatic agents - Part 1: In major surgery. Drug Safety. 2008;31(3):217-230. 

Ineligible 
study design 

Fraser IS, Porte RJ, Kouides PA, Lukes AS. A benefit-risk review of systemic 
haemostatic agents: part 1: in major surgery. Drug Safety. 2008;31(3):217-30. 

Ineligible 
study design 

Freeman WD, Aguilar MI. Management of warfarin-related intracerebral hemorrhage. 
Expert Rev Neurother. 2008;8(2):271-90. 

Ineligible 
study design 

Freeman WD, Brott TG, Barrett KM, et al. Recombinant factor VIIa for rapid reversal of 
warfarin anticoagulation in acute intracranial hemorrhage. Mayo Clinic Proceedings. 
2004;79(12):1495-500. 

Small sample 
size 

Freeman WD, Brott TG. Modern treatment options for intracerebral hemorrhage. 
Current Treatment Options in Neurology. 2006;8(2):145-57. 

Ineligible 
study design 

Fridberg MJ, Hedner U, Roberts HR, Erhardtsen E. A study of the pharmacokinetics 
and safety of recombinant activated factor VII in healthy Caucasian and Japanese 
subjects. Blood Coagulation & Fibrinolysis. 2005;16(4):259-66. 

No usable 
data 

Friederich PW, Geerdink MG, Spataro M, et al. The effect of the administration of 
recombinant activated factor VII (NovoSeven) on perioperative blood loss in patients 
undergoing transabdominal retropubic prostatectomy: the PROSE study. Blood 
Coagulation & Fibrinolysis. 2000;11 Suppl 1:S129-32. 

Duplicate 

Friederich PW, Geerdink MGF, Keller TT, Messelink EJ, Henny CP, Levi M. The effect 
of the administration of recombinant activated factor VII (NovoSeven) on perioperative 
blood loss in patients undergoing transabdominal retropubic prostatectomy: The prose 
study. Haemostasis. 2000;30(1-2):24-25. 

Duplicate 

Friederich PW, Geerdink MGF, Keller TT, Messelink EJ, Henry CP, Levi M. Novel 
Applications of Recombinant Factor VIIa: The Effect of the Administration of 
Recombinant Factor VII (NovoSeven) on Perioperative Blood Loss in Patients 
Undergoing Transabdominal Retropubic Prostatectomy: The Prose Study. 
Infusionstherapie und Transfusionsmedizin. 2001;26:112-113. 

Duplicate 

Friederich PW, Henny Ch P, Messelink EJ, et al. Reduction of perioperative blood loss 
and transfusion requirement in patients undergoing transabdominal retropubic 
prostatectomy by administration of recombitant activated factor VII. The Netherlands 
Journal of Medicine. Vol. 2001;58. 

Duplicate 
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Friedrich JO. Recombinant activated factor VII for acute intracerebral hemorrhage. N 
Engl J Med. 2005;352(20):2133-4; author reply 2133-4. 

Ineligible 
study design 

Fu E. Society of Neurosurgical Anesthesia and Critical Care 33rd Annual Scientific 
Meeting. J Neurosug Anesthesiol. 2006;18:159-160. 

Ineligible 
study design 

Gabriel DA, Carr M, Roberts HR. Monitoring coagulation and the clinical effects of 
recombinant factor VIIa. Seminars in Hematology. 2004;41(1 Suppl 1):20-24. 

Animal or in-
vitro study 

Gala B, Quintela J, Aguirrezabalaga J, et al. Benefits of recombinant activated factor VII 
in complicated liver transplantation. Transplant Proc. 2005;37(9):3919-21. 

Small sample 
size 

Galan AM, Tonda R, Pino M, et al. Recombinant factor VIIa (rFVIIa) improves 
hemostasis in patients with chronic liver cirrhosis: Experience from perfusion models 
with human flowing blood. Hepatology. 2001;34(4 Pt. 2):531A. 

Animal or in-
vitro study 

Gallipoli P, Robertson M, Tait RC. Off-label use of rFVIIa and its clinical effectiveness: 
results from a Scottish national audit. British Journal of Haematology. 2007;137(Suppl. 
1):85. 

Ineligible 
study design 

Galvan DA, Fink MP. Recombinant factor VIIa in severe trauma: further study needed. 
Critical Care. 2006;10(3):412-3. 

Ineligible 
study design 

Gandhimathi K, McLornan D, O'Neill F. Hepatic Capsule Haemorrhage Due to HELLP 
Syndrome Managed with Recombinant Factor VIIa. clinical intensive care. 
2004;15(1):15-18. 

Ineligible 
study design 

Ganguly S, Spengel K, Tillzer L, Kirkland E. Recombinant factor VIIa: increased 
mortality with unregulated continuous use in bleeding and coagulopathic patients. Vox 
Sanguinis. 2005;89(Suppl. 1):15. 

Data 
combined for 
multiple 
conditions 

Ganguly S, Spengel K, Tilzer LL, O'Neal B, Simpson SQ. Recombinant factor VIIa: 
unregulated continuous use in patients with bleeding and coagulopathy does not alter 
mortality and outcome. Clinical & Laboratory Haematology. 2006;28(5):309-12. 

Data 
combined for 
multiple 
conditions 

Ganguly S, Spengel K, Tilzer LL, O'Neal B, Simpson SQ. Recombinant factor VIIa: 
unregulated continuous use in patients with bleeding and coagulopathy does not alter 
mortality and outcome. Clinical & Laboratory Haematology;28(5):309-312. 

Data 
combined for 
multiple 
conditions 

Garcia CJJ, Ventura ML, Lobato PJ, Pindado CMA. Evaluation of rFVIIa in off-label 
prescribing. Atencion Farmaceutica. 2007;9(3):200-205. 

Foreign 
language 

Geeraedts LMG, Jr., Kamphuisen PW, Kaasjager HAH, Verwiel JMM, van Vugt AB, 
Frolke JPM. The role of recombinant factor VIIa in the treatment of life-threatening 
haemorrhage in blunt trauma. Injury. 2005;36(4):495-500. 

Small sample 
size 

Geisler JP, Linnemeier GC, Manahan KJ. Recombinant factor VIIa to treat late 
radiation-induced hemorrhagic cystitis - A case report. Journal of Reproductive 
Medicine. 2008;53(5):360-362. 

Ineligible 
study design 

Geoghegan J, Tasker L. A response to 'the use of recombinant activated factor VII in 
the control of haemorrhage following blunt pelvic trauma.[comment]. Anaesthesia. 
2005;60(11):1156-7; author reply 1157. 

Ineligible 
study design 

Gerald AG. Update on hemostasis: neurosurgery. Surgery. 2007;142(4 Suppl):S55-60. Ineligible 
study design 

Gerlach R, Marquardt G, Wissing H, Scharrer I, Raabe A, Seifert V. Application of 
recombinant activated factor VII during surgery for a giant skull base 
hemangiopericytoma to achieve safe hemostasis. Case report. J Neurosurg. 
2002;96(5):946-8. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Gerotziafas GT, Zervas C, Gavrielidis G, et al. Effective hemostasis with rFVIIa 
treatment in two patients with severe thrombocytopenia and life-threatening 
hemorrhage. Am J Hematol. 2002;69(3):219-22. 

Ineligible 
study design 

Ghavamzadeh A, Alimoghaddam K, Ghaffari H, et al. Treatment of new cases of acute Not on rFVIIa 
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promyelocytic leukaemia by arsenic trioxide. Blood. 2004;104(11, Part 1):116A. 
Ghorashian S, Hunt BJ. "Off-license" use of recombinant activated factor VII. Blood 
Reviews. 2004;18(4):245-59. 

Ineligible 
study design 

Gibbs NM. The place of recombinant activated factor VII in liver transplantation. Int 
Anesthesiol Clin. 2006;44(3):99-110. 

Ineligible 
study design 

Gidiri M, Noble W, Rafique Z, Patil K, Lindow SW. Caesarean section for placenta 
praevia complicated by postpartum haemorrhage managed successfully with 
recombinant activated human coagulation Factor VIIa. J Obstet Gynaecol. 
2004;24(8):925-6. 

Ineligible 
study design 

Gielen-Wijffels SE, van Mook WN, van der Geest S, Ramsay G. Successful treatment of 
severe bleeding with recombinant factor VIIa after kidney transplantation. Intensive 
Care Med. 2004;30(6):1232-4. 

Ineligible 
study design 

Gill R, Herbertson M. Recombinant Factor VIIa: A Universal Haemostatic Agent? Annals 
of Cardiac Anaesthesia. 2006;9(2):97-9. 

Ineligible 
study design 

Girardis M, Marietta M, Busani S, Codeluppi M, Villa E, Pasetto A. Rectal amputation 
sparing by haemostatic therapy with recombinant factor VIIa in a patient with 
cytomegalovirus-related colitis. Thromb Haemost. 2006;95(3):579-80. 

Ineligible 
study design 

Girisch M, Rauch R, Carbon R, Habash T, Hofbeck M. Refractory bleeding following 
major surgery of a giant sacrococcygeal teratoma in a premature infant: Successful use 
of recombinant factor VIIa. European Journal of Pediatrics. 2004;163(2):118-119. 

Ineligible 
study design 

Girona E, Borras-Blasco J, Conesa-Garcia V, et al. Successful treatment of severe 
gastrointestinal bleeding secondary to Crohn disease bath recombinant factor VIIa. 
Southern Medical Journal. 2007;100(6):601-604. 

Ineligible 
study design 

Gloster E, Ilario M, De Luna J, et al. Off-label use of recombinant activated factor VII 
(rFVIIa) for bleeding following a percutaneous liver biopsy. Vox Sanguinis. 
2002;83(Supplement 2):58-59. 

Ineligible 
study design 

Gloster E, O'Neill P, DiMaio T, et al. Off-label use of recombinant activated factor VII 
(rFVIIa) for massive bleeding in trauma and surgery. Vox Sanguinis. 
2002;83(Supplement 2):59. 

Small sample 
size 

Gloster E, Strauss R, DaCosta M, Essex D, Distant D, Braverman A. Off-label use of 
recombinant factor VIIa (rFVIIa) for postoperative hematuria in a factor VII deficient 
renal transplant patient. Blood. 2000;96(11 Part 2):82b-83b. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Goldenberg NA, Manco-Johnson MJ. Pediatric hemostasis and use of plasma 
components. Best Pract Res Clin Haematol. 2006;19(1):143-55. 

Ineligible 
study design 

Goldstein JN, Fazen LE, Wendell L, et al. Hyperglycemia on presentation is an 
independent predictor of thromboembolic events following acute intracerebral 
hemorrhage. Neurology. 2007;68(12, Suppl. 1):A336. 

No usable 
data 

Goldstein JN, Greenberg SM, Rosand J. Emergency Management of Intracerebral 
Hemorrhage. Continuum. 2006;12(1):13-29. 

Ineligible 
study design 

Gonzalez Castro A, Suberviola Canas B, Minambres E, Ortiz Melon F. [Recombinant 
factor VIIa (rFVIIa). Description of use in a cohort of critical patients and prognostic 
markers]. Med Intensiva. 2007;31(5):215-9. 

Foreign 
language 

Goodnough LT, Hewitt PE, Silliman CC. Joint ASH and AABB educational session. 
Hematology. 2004:457-72. 

Ineligible 
study design 

Goodnough LT, Lublin DM, Zhang L, Despotis G, Eby C. Transfusion medicine service 
policies for recombinant factor VIIa administration. Transfusion. 2004;44(9):1325-31. 

Ineligible 
study design 

Goodnough LT, Shander AS. Recombinant factor VIIa: safety and efficacy. Curr Opin 
Hematol. 2007;14(5):504-9. 

Ineligible 
study design 

Goodnough LT. Experiences with recombinant human factor VIIa in patients with 
thrombocytopenia. Seminars in Hematology. 2004;41(1 Suppl 1):25-9. 

Ineligible 
study design 

Goodnough LT. Treatment of critical bleeding in the future intensive care unit. Intensive Ineligible 
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Care Medicine. 2002;28 Suppl 2:S221. study design 
Gordon WC, Clark AD, Walker ID, Tait RC. The role of recombinant factor VIIa in the 
management of severe haemorrhage requiring massive blood transfusion. British 
Journal of Haematology. 2003;121(Supplement 1):18. 

Small sample 
size 

Gowers CJD, Parr MJA. Recombinant activated factor VIIa use in massive transfusion 
and coagulopathy unresponsive to conventional therapy.[see comment]. Anaesthesia & 
Intensive Care. 2005;33(2):196-200. 

Small sample 
size 

Grabowski EF, Bussel JB. Pediatric experience with fondaparinux in deep venous 
thrombosis. Blood. 2006;108(11, Part 1):274A-275A. Not on rFVIIa 

Grant GA. Neurosurgery. Journal of Trauma Injury Infection and Critical Care. 
2007;62(6, Suppl. S):S100-S101. 

Ineligible 
study design 

Grant GA. Update on hemostasis: neurosurgery. Surgery (St Louis). 2007;142(4, Suppl. 
S):S55-S60. 

Ineligible 
study design 

Green D. Management of bleeding complications of hematologic malignancies. 
Seminars in Thrombosis and Hemostasis. 2007;33(4):427-434. 

Ineligible 
study design 

Greenberg SM. Is "compassionate use" compassionate?: rFVIIa for intracerebral 
hemorrhage.[comment]. Neurology. 2006;67(6):934-5. 

Ineligible 
study design 

Greisen G, Andreasen RB. Recombinant factor VIIa in preterm neonates with prolonged 
prothrombin time. Blood Coagulation & Fibrinolysis. 2003;14(1):117-20. 

Other 
populations 
with 
congenital or 
chronic 
acquired 
bleeding or 
clotting 
disorders (eg, 
Glanzmann’s) 

Grizelj R, Vukovic J, Filipovic-Grcic B, Saric D, Luetic T. Successful use of recombinant 
activated FVII and aminocaproic acid in four neonates with life-threatening hemorrhage. 
Blood Coagulation & Fibrinolysis. 2006;17(5):413-5. 

Small sample 
size 

Groenland THN, Porte RJ, Metselaar HJ. Liver transplantation and risk of bleeding. Curr 
Opin Organ Transplant. 2007;12:287-293. 

Ineligible 
study design 

Groeper KL, Berkenbosch JW, Johnson JO, Tobias JD. Recombinant Factor VIIa To 
Treat Coagulation Disturbance, Unresponsive to Conventional Therapy, in the 
Pediactric ICU Population. Anesthesiology Abstracts of Scientific Papers Annual 
Meeting. 2002(2002):Abstract No. A-1234. 

Ineligible 
study design 

Grotta JC. Management of Primary Hypertensive Hemorrhage of the Brain. Curr Treat 
Options Neurol. 2004;6(6):435-442. 

Ineligible 
study design 

Grounds M. Recombinant factor VIIa (rFVIIa) and its use in severe bleeding in surgery 
and trauma: a review. Blood Reviews. 2003;17 Suppl 1:S11-21. 

Ineligible 
study design 

Grounds RM, Bolan C. Clinical experiences and current evidence for therapeutic 
recombinant factor VIIa treatment in nontrauma settings.[erratum appears in Crit Care. 
2005;9(6):560]. Critical Care (London, England). 2005;9 Suppl 5:S29-36. 

Ineligible 
study design 

Grounds RM, Seebach C, Knothe C, et al. Use of recombinant activated factor VII 
(Novoseven) in trauma and surgery: analysis of outcomes reported to an international 
registry. J Intensive Care Med. 2006;21(1):27-39. 

Duplicate 

Growe GH. Recombinant blood components: clinical administration today and 
tomorrow. World Journal of Surgery. 1996;20(9):1194-9. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Gunduz E, Akay OM, Teke HU, Gulbas Z. Safety and efficacy of activated recombinant 
FVII in uncontrolled bleeding episodes. Blood. 2006;108(11, Part 2):99B. 

Ineligible 
study design 
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Gunn KN. Ts12 combating coagulopathy. ANZ Journal of Surgery. 2007;77 Suppl 
1:A95. 

Ineligible 
study design 

Gupta S, Gupta A, Jain A, Warneke CL, Giralt S, Eapen GA. Outcome of recombinant 
factor VIIa use for alveolar hemorrhage in hematopoietic stem cell transplant recipients. 
Blood. 2006;108(11, Part 2):77B. 

Duplicate 

Guyot E, Carillion A, Poli-Merol ML, et al. Use of rFVIIa in two children presenting major 
bleeding not controlled by the usual treatments before emergent surgery. Paediatr 
Anaesth. 2008;18(12):1226-8. 

Ineligible 
study design 

Haan J, Scalea T. A Jehovah's Witness with complex abdominal trauma and 
coagulopathy: use of factor VII and a review of the literature. American Surgeon. 
2005;71(5):414-5. 

Small sample 
size 

Haas T, Innerhofer P, Kuhbacher G, Fries D. Successful reversal of deleterious 
coagulopathy by recombinant factor VIIa. Anesth Analg. 2005;100(1):54-8. 

Small sample 
size 

Haenggi D, Steiger HJ. Spontaneous intracerebral haemorrhage in adults: a literature 
overview. Acta Neurochirurgica. 2008;150(4):371-379. 

Ineligible 
study design 

Halkos ME, Levy JH, Chen E, et al. Early experience with activated recombinant factor 
VII for intractable hemorrhage after cardiovascular surgery. Ann Thorac Surg. 
2005;79(4):1303-6. 

Small sample 
size 

Hall CE, Grotta JC. New era for management of primary hypertensive intracerebral 
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Johannessen M, Nielsen G, Nordfang O. Comparison of the factor VII:C clot analysis 
and a modified activated factor VII analysis for monitoring factor VII activity in patients 
treated with recombinant activated factor VII (NovoSeven). Blood Coagul Fibrinolysis. 
2000;11 Suppl 1:S159-64. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Johansson PI, Eriksen K, Alsbjorn B. Rescue treatment with recombinant factor VIIa is 
effective in patients with life-threatening bleedings secondary to major wound excision: 
a report of four cases. Journal of Trauma-Injury Infection & Critical Care. 
2006;61(4):1016-8. 

Ineligible 
study design 

Johansson PI. Off-label use of recombinant factor VIIa for treatment of haemorrhage: 
results from randomized clinical trials. Vox Sang. 2008. 

Ineligible 
study design 

Johnson SJ, Ross MB, Moores KG. Dosing factor VIIa (recombinant) in nonhemophiliac 
patients with bleeding after cardiac surgery. Am J Health Syst Pharm. 
2007;64(17):1808-12. 

Ineligible 
study design 

Jureczko L, Kolacz M, Trzebicki J, et al. Perioperative use of recombinant activated 
factor VII in liver transplantation. Ann Transplant. 2003;8(4):40-2. 

Small sample 
size 

Jureczko L, Trzebicki J, Zawadzki A, et al. Application of recombinant activated factor 
VII for treatment of impaired haemostasis during liver transplantation in recipients with 
Wilson's disease--a report of two cases. Annals of Transplantation. 2002;7(3):52-4. 

Small sample 
size 

Jurlander B, Thim L, Klausen NK, et al. Recombinant activated factor VII (rFVIIa): Ineligible 
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characterization, manufacturing, and clinical development. Seminars in Thrombosis & 
Hemostasis. 2001;27(4):373-84. 

study design 

Juvela S, Kase CS. Advances in intracerebral hemorrhage management. Stroke. 
2006;37(2):301-4. 

Ineligible 
study design 

Kabakchieva R, Kenderova V, Perenovska P, Kalev I. Recombinant Factor VIIa - 
NovoSeven in Pediatric Practice. Acta Physiologica Congress:P1424. 

Ineligible 
study design 

Kalainov DM, Valentino LA, Kalainov DM, Valentino LA. Recombinant activated factor 
VII as a temporary reversal agent for warfarin anticoagulation: a cautionary report on an 
off-label application. American Journal of Orthopedics (Chatham, Nj). 2008;37(11):572-
4. 

Unable to 
obtain 
publication 

Kaleelrahman M, Minford A, Parapia LA. Use of recombinant factor VIIa in inherited 
platelet disorders.[comment]. British Journal of Haematology. 2004;125(1):95-6. 

Other 
populations 
with 
congenital or 
chronic 
acquired 
bleeding or 
clotting 
disorders (eg, 
Glanzmann’s) 

Kalenka A, Munch E, Fiedler F. Recombinant factor VIIa to treat traumatic bleeding in a 
children. Paediatric Anaesthesia. 2005;15(11):1025-7. 

Small sample 
size 

Kalicinski P, Kaminski A, Drewniak T, et al. Quick correction of hemostasis in two 
patients with fulminant liver failure undergoing liver transplantation by recombinant 
activated factor VII. Transplant Proc. 1999;31(1-2):378-9. 

Small sample 
size 

Kamphuisen PW, van den Akker JM, Kaasjager KA, Bloemen TI. Control of life-
threatening pulmonary bleeding with activated recombinant factor VII. Am J Med. 
2002;112(4):332-3. 

Small sample 
size 

Karadimov D, Binev K, Nachkov Y, Platikanov V. Use of activated recombinant Factor 
VII (NovoSeven) during neurosurgery. Journal of Neurosurgical Anesthesiology. 
2003;15(4):330-2. 

Ineligible 
study design 

Karadimov D, Bochev D, Cherkezov J, Tsonchev Z. Preoperative preparation of 
patients with liver cirrhosis and massive bleeding from oesophageal varices. 
Anaesthesiology and Intensive Care. 2005;32(1):28-31. 

Unable to 
obtain 
publication 

Karalapillai D, Popham P. Recombinant factor VIIa in massive postpartum 
haemorrhage. Int J Obstet Anesth. 2007;16(1):29-34. 

Ineligible 
study design 

Karalapillai D. Audit of factor VIIa for bleeding resistant to conventional therapy 
following complex cardiac surgery (vol 53, pg 926, 2006). Canadian Journal of 
Anesthesia. 2006;53(12):1271. 

Ineligible 
study design 

Karimi M, Zakerinia M, Khojasteh HN, Ramzi M, Ahmad E. Successful treatment of 
cyclophosphamide induced intractable hemorrhagic cystitis with recombinant FVIIa 
(NovoSeven) after allogenic bone marrow transplantation. Journal of Thrombosis & 
Haemostasis. 2004;2(10):1853-5. 

Ineligible 
study design 

Karkouti K, Beattie WS, Crowther MA, et al. The role of recombinant factor VIIa in on-
pump cardiac surgery: proceedings of the Canadian Consensus Conference. Can J 
Anaesth. 2007;54(7):573-82. 

Ineligible 
study design 

Karkouti K, Wijeysundera D, McCluskey S, Yeo E, Yau TM. Efficacy and Safety of 
Recombinant Factor VIIa (rF-VIIa) for Treating Refractory Blood Loss after Cardiac 
Surgery: An Open-Label Single-Arm Clinical Trial. Anesthesiology Abstracts of Scientific 
Papers Annual Meeting. 2003(2003):Abstract No. A-164. 

Duplicate 

Karkouti K, Yau TM, Riazi S, et al. Determinants of complications with recombinant 
factor VIIa for refractory blood loss in cardiac surgery. Canadian Journal of 
Anaesthesia. 2006;53(8):802-9. 

Duplicate 

Kase CS. Advances in intracerebral haemorrhage management. European Journal of 
Anaesthesiology - Supplement. 2008;42:16-22. 

Ineligible 
study design 
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Kase CS. Hemostatic treatment in the early stage of intracerebral hemorrhage: the 
recombinant factor VIIa experience. Stroke. 2005;36(10):2321-2. 

Ineligible 
study design 

Kashyap AS, Kashyap S. The clot thickens! In thin air. Arch Intern Med. 
2002;162(15):1783. Not on rFVIIa 

Kastrup M, von Heymann C, Hotz H, et al. Recombinant factor VIIa after aortic valve 
replacement in a patient with osteogenesis imperfecta. Ann Thorac Surg. 
2002;74(3):910-2. 

Small sample 
size 

Kaw LL, Jr., Coimbra R, Potenza BM, Garfin SR, Hoyt DB. The use of recombinant 
factor VIIa for severe intractable bleeding during spine surgery. Spine. 
2004;29(12):1384-7; discussion 1388. 

Small sample 
size 

Kempton CL, Harvey RD, III, Roberts HR. Novel therapeutic agents in the management 
of hemorrhage and thrombosis. Cardiovascular & Hematological Agents in Medicinal 
Chemistry. 2006;4(4):319-334. 

Ineligible 
study design 

Kenet G, Walden R, Eldad A, Martinowitz U. Treatment of traumatic bleeding with 
recombinant factor VIIa. Lancet. 1999;354(9193):1879. 

Small sample 
size 

Kenet G. Recombinant FVIIa for profuse bleeding in trauma and surgery. JOURNAL 
FUR ANASTHESIE UND INTENSIVBEHANDLUNG. 2001;8(3):112. 

Unable to 
obtain 
publication 

Kessler C, Knudsen JB. Recombinant Factor VIIa in Patients without Congenital 
Coagulation Disorders - A New Registry on Investigational Use. Blood. 
2002;100(11):Abstract No. 4051. 

No data 
reported 

Kessler C, Szurlej D, Heymann Cv. Recombinant Factor VIIa (rFVIIa) Reverses 
Refractory Post-Operative Cardiac Bleeding: Results from Cases Reported to the 
Haemostasis.com Registry. Blood. 2002;100(11):Abstract No. 4050. 

Small sample 
size 

Kessler C. Haemorrhagic complications of thrombocytopenia and oral anticoagulation: 
is there a role for recombinant activated factor VII? Intensive Care Medicine. 2002;28 
Suppl 2:S228-34. 

Ineligible 
study design 

Kessler C. Haemostasis.com: clinical experiences in the investigational use of rFVIIa in 
the management of severe haemorrhage. British Journal of Haematology. 
2004;127(2):230. 

Ineligible 
study design 

Kessler CM. Antidotes to haemorrhage: recombinant factor VIIa. Best Pract Res Clin 
Haematol. 2004;17(1):183-97. 

Ineligible 
study design 

Kessler CM. Current and future challenges of antithrombotic agents and anticoagulants: 
Strategies for reversal of hemorrhagic complications. Seminars in Hematology. 
2004;41(1 Suppl 1):44-50. 

Ineligible 
study design 

Kessler CM. New perspectives in hemophilia treatment. Hematology. 2005:429-35. Ineligible 
study design 

Key N. Current insights on the risk of thrombogenicity with off-label use of rFVlla. 
Clinical Advances in Hematology & Oncology. 2006;4(1):34-5. 

Ineligible 
study design 

Key NS, Christie BA, Jones B, Nelsestuen GL. Evaluation of the in vivo effect of rFVIIa 
(Novoseven) using the clot signature analyzer (CSA). Haemostasis. 2000;30(Suppl. 
1):43. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Key NS. Recombinant FVIIa for intractable hemorrhage: more questions than answers. 
Transfusion. 2003;43(12):1649-51. 

Ineligible 
study design 

Khan AZ, Parry JM, Crowley WF, et al. Recombinant factor VIIa for the treatment of 
severe postoperative and traumatic hemorrhage. American Journal of Surgery. 
2005;189(3):331-4. 

Small sample 
size 

Khan ZH, Soltani AE, Rahmani P. Postoperative pulmonary thromboembolism possibly 
associated with recombinant activated factor VII infusion for the treatment of 
uncontrolled hemorrhage during vertebral instrumentation. J Anesth. 2007;21(2):258-60. 

Small sample 
size 

Kim JY, Lee KS, Kwon SH, Choe BH, Sohn SK. Successful treatment of intractable Ineligible 
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gastrointestinal hemorrhage with low dose of recombinant FVIIa (Novoseven (R)) in 
pediatric patient without coagulation deficiencies. Blood. 2004;104(11, Part 2):79B. 

study design 

Kissela BM, Eckman MH. Cost effectiveness of recombinant factor VIIa for treatment of 
intracerebral hemorrhage. BMC Neurology. 2008;8:17. 

Ineligible 
study design 

Kjalke M, Ezban M, Hedner U. Increased initial thrombin generation may explain the 
efficacy of high-dose factor VIIa in thrombocytopenia. Blood. 1999;94(10 SUPPL. 1 
PART 1):451a. 

Animal or in-
vitro study 

Klamroth R, Gottstein S, Landgraf H. Succesful Use of Recombinant Factor VIIa To 
Prevent Bleeding during Major Surgery in a Patient with Severe Immune 
Thrombocytopenia. Blood. 2002;100(11):Abstract No. 3779. 

Ineligible 
study design 

Klitgaard T, Nielsen TG. Overview of the human pharmacokinetics of recombinant 
activated factor VII. British Journal of Clinical Pharmacology. 2008;65(1):3-11. 

In vivo in 
humans, but 
rFVIIa is NOT 
used as a 
therapy or for 
clinically 
relevant 
outcomes 

Klitgaard T, Tabanera y Palacios R, Boffard KD, et al. Pharmacokinetics of recombinant 
activated factor VII in trauma patients with severe bleeding. Critical Care (London, 
England). 2006;10(4):R104. 

In vivo in 
humans, but 
rFVIIa is NOT 
used as a 
therapy or for 
clinically 
relevant 
outcomes 

Klitgaard T. Application of trial simulation in the design of a clinical study of recombinant 
factor (rFVIIa) in cirrhotic patients with active varicose bleeding. Clinical Pharmacology 
& Therapeutics. 2004;75(2):P40. 

In vivo in 
humans, but 
rFVIIa is NOT 
used as a 
therapy or for 
clinically 
relevant 
outcomes 

Kluger Y, Riou B, Rossaint R, et al. Safety of rFVIIa in hemodynamically unstable 
polytrauma patients with traumatic brain injury: post hoc analysis of 30 patients from a 
prospective, randomized, placebo-controlled, double-blind clinical trial. Critical Care 
(London, England). 2007;11(4):R85. 

Duplicate 

Knight M, Ukoss. Peripartum hysterectomy in the UK: management and outcomes of 
the associated haemorrhage.[see comment]. BJOG: An International Journal of 
Obstetrics & Gynaecology. 2007;114(11):1380-7. 

Ineligible 
study design 

Kogan A, Berman M, Kassif Y, et al. Use of recombinant factor VII to control bleeding in 
a patient supported by right ventricular assist device after heart transplantation. Journal 
of Heart & Lung Transplantation. 2005;24(3):347-9. 

Small sample 
size 

Kogan A, Berman M, Stein M, Vidne BA, Raanani E. Recombinant factor VIIa use in 
cardiac surgery--expanding the arsenal therapy for intractable bleeding? Journal of 
Cardiovascular Surgery. 2004;45(6):569-71. 

Small sample 
size 

Kogler VM, Slobodnjak Z, Samarzija M, Macan FS, Karadza V, Fakopovic M. 
Successful use of activated recombinant factor VII in life-threatening bleeding after 
thoracic surgery. Swiss Medical Weekly. 2007;137(27-28):407-410. 

Ineligible 
study design 

Korte WC, Moor S. Near fatal hemorrhage in traumatic bilateral leg amputation with 
coagulopathy, acidosis, and hypothermia and salvage therapy with recombinant factor 
VIIa. Journal of Trauma-Injury Infection & Critical Care. 2007;63(1):E1-4. 

Small sample 
size 

Kositchaiwat C, Chuansumrit A. Experiences with recombinant factor VIIa for the 
prevention of bleeding in patients with chronic liver disease undergoing percutaneous 

Ineligible 
study design 
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liver biopsies and endoscopic retrograde cholangiopancreatography (ERCP). Thromb 
Haemost. 2001;86(4):1125-6. 
Kotsi P, Gavalaki M, Anastasopoulou I, Katsarou O, Kanellopoulou G, Karafoulidou A. 
The use of recombinant FVIIa (rFVIIa) in patients with uncontrollable surgical or post 
surgical bleeding. Vox Sanguinis. 2006;91(Suppl. 3):172. 

No eligible 
outcomes 

Kotze A. Recombinant Activated Factor VII in Trauma: Case Report and Review of 
Published Guidelines. British Journal of Intensive Care. 2007;17(2):66-9. 

Small sample 
size 

Kovesi T, Royston D. Pharmacological approaches to reducing allogeneic blood 
exposure. Vox Sanguinis. 2003;84(1):2-10. 

Ineligible 
study design 

Kozek-Langenecker S. Management of massive operative blood loss. Minerva 
Anestesiol. 2007;73(7-8):401-15. 

Ineligible 
study design 

Krafft A, Asmis LM, Zimmermann R. Treatment of midgestational placental 
haemorrhage with recombinant factorVIla. Thrombosis and Haemostasis. 
2008;100(1):154-155. 

Ineligible 
study design 

Kretzschmar M, Zahm DM, Remmler K, Pfeiffer L, Victor L, Schirrmeister W. 
Pathophysiological and therapeutic aspects of amniotic fluid embolism (anaphylactoid 
syndrome of pregnancy): Case report with lethal outcome and overview. Anaesthesist. 
2003;52(5):419-426. 

Foreign 
language 

Kristeller JL. Recombinant factor VIIa attenuates bleeding due to enoxaparin. 
Pharmacotherapy. 2003;23(10):1372. 

Ineligible 
study design 

Kristensen J, Killander A, Hippe E, Ellegaard J, Hedner U. Recombinant factor VIIa 
(rFVIIa) reduces the bleeding time in patients with thrombocytopenia. Blood. 1993;82(10 
Suppl 1). 

Ineligible 
study design 

Kristensen J, Killander A, Hippe E, et al. Clinical experience with recombinant factor 
VIIa in patients with thrombocytopenia. Haemostasis. 1996;26 Suppl 1:159-64. 

Ineligible 
study design 

Ku G, Ting WC, Lim ST, Lee BT, Calne RY. Life-threatening coagulopathy associated 
with use of Campath (alemtuzumab) in maintenance steroid-free renal transplant given 
before surgery. Am J Transplant. 2008;8(4):884-6. 

Ineligible 
study design 

Kubisz P, Plamenova I, Chudej J, Stasko J, Hulikova M. Recombinant activated factor 
VIIa in patients at the high risk of bleeding. Blood. 2003;102(11):103b. 

Small sample 
size 

Kubisz P, Stasko J. Recombinant activated factor VII in patients at high risk of bleeding. 
Hematology. 2004;9(5-6):317-32. 

Ineligible 
study design 

Kulkarni R, Daneshmand A, Guertin S, et al. Successful use of activated recombinant 
factor VII in traumatic liver injuries in children. Journal of Trauma-Injury Infection & 
Critical Care. 2004;56(6):1348-52. 

Small sample 
size 

Kulkarni R, Daneshmand A, Guertin SR, et al. Successful use of recombinant factor 
VIIa (rFVIIa) in traumatic liver injuries in children. Pediatric Research. 2002;51(4 Part 
2):251A. 

Small sample 
size 

Kumar S, Badrinath HR. Early recombinant factor VIIa therapy in acute intracerebral 
hemorrhage: promising approach. Neurol India. 2006;54(1):24-7. 

Ineligible 
study design 

Kumar S. Expansion of traumatic intracerebral hemorrhage: treatment implications with 
recombinant factor VIIa.[comment]. Neurology India. 2007;55(1):81. 

Ineligible 
study design 

Kurekci AE, Atay AA, Okutan V, Yavuz ST, Ozcan O. Recombinant activated factor VII 
for severe gastrointestinal bleeding after chemotherapy in an infant with acute 
megakaryoblastic leukemia. Blood Coagulation & Fibrinolysis. 2005;16(2):145-147. 

Ineligible 
study design 

Labattaglia MP, Ihle B. Recombinant activated factor VII: current perspectives and 
Epworth experience. Heart Lung Circ. 2007;16 Suppl 3:S96-101. 

Small sample 
size 

Laffan M, O'Connell NM, Perry DJ, Hodgson AJ, O'Shaughnessy D, Smith OP. Analysis 
and results of the recombinant factor VIIa extended-use registry. Blood Coagulation & 
Fibrinolysis. 2003;14 Suppl 1:S35-8. 

Small sample 
size 

Laffan MA, Cummins M. Recombinant factor VIIa for intractable surgical bleeding. 
Blood. 2000;96(11 Part 2):85b. 

Ineligible 
study design 

Laffan MA, Tait RC, Blatny J, et al. Use of recombinant activated factor VII for bleeding 
in pancreatitis - A case series. Pancreas. 2005;30(3):279-284. 

Ineligible 
study design 
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Laffan MA, Tait RC, Blatny J, et al. Use of recombinant activated factor VII for bleeding 
in pancreatitis: a case series. Pancreas. 2005;30(3):279-84. 

Ineligible 
study design 

Laird R, Carabine U. Recombinant factor VIIa for major obstetric haemorrhage in a 
Jehovah's Witness. International Journal of Obstetric Anesthesia. 2008;17(2):193-4. 

Ineligible 
study design 

Lam MS, Sims-McCallum RP. Recombinant factor VIIa in the treatment of non-
hemophiliac bleeding. Ann Pharmacother. 2005;39(5):885-91. 

Ineligible 
study design 

Lam MSH, Sims-McCallum RP. Recombinant factor VIIa in the treatment of non-
hemophiliac bleeding. Annals of Pharmacotherapy. 2005;39(5):885-91. 

Ineligible 
study design 

Lamarche Y, Demers P, Poirier NC, Robitaille D, Cartier R. Safety and efficiency of 
recombinant activated factor VII in postcardiotomy massive hemorrhage. Can J Cardiol. 
2007;23(10):809-13. 

Small sample 
size 

Langendonck L, Appel IM, van Kessel-Bakvis CL. Effective treatment with recombinant 
factor VIIa in a patient with storage pool deficiency. Haemostasis. 2000;30(1-2):74. 

Other 
populations 
with 
congenital or 
chronic 
acquired 
bleeding or 
clotting 
disorders (eg, 
Glanzmann’s) 

Lapchak PA, Araujo DM. Advances in hemorrhagic stroke therapy: conventional and 
novel approaches. Expert Opinion on Emerging Drugs. 2007;12(3):389-406. 

Ineligible 
study design 

Laurian Y. Treatment of bleeding in patients with platelet disorders: Is there a place for 
recombinant factor VIIa? Pathophysiology of Haemostasis and Thrombosis. 
2002;32(Suppl. 1):37-40. 

Ineligible 
study design 

Lawson JH, Murphy MP. Challenges for providing effective hemostasis in surgery and 
trauma. Seminars in Hematology. 2004;41(1 Suppl 1):55-64. 

Ineligible 
study design 

Leblebisatan G, Sasmaz I, Antmen B, et al. Management of refractory hemorrhage in a 
kala-azar patient with thrombocytopenia and coagulopathy by using recombinant factor 
VIIa (rFVIIa). Blood. 2005;106(11, Part 2):103B. 

Ineligible 
study design 

Leblebisatan G, Sasmaz I, Antmen B, Kilinc Y, Sizmaz S, Yagmur M. A successful use 
of recombinant factor VIIa in a patient with inhibitors, for bilateral cataract operation and 
circumcision. Haemophilia. 2006;12(2):187-9. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Leblebisatan G, Sasmaz I, Mert K, Ozates E, Antmen B, Kilinc Y. Management of 
refractory intracranial hemorrhage in a coagulopathic patient with liver disease by using 
recombinant factor VIIa (rFVIIa). Blood. 2005;106(11, Part 2):102B-103B. 

Small sample 
size 

Lecumberri R, Panzio C, Paramo JA, Salazar MP, Rocha E. Acquired inhibitor of the 
intrinsic pathway in a non-haemophilic patient. Control of bleeding by recombinant 
factor viia. Br J Haematol. 2002;119(1):284-5. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Lees K, Christensen MC, Raiko M, McGuire A. Cost-effectiveness of recombinant 
activated factor VII in the treatment of acute intracerebral haemorrhage in the UK. 
European Journal of Neurology. 2006;13(Suppl 2). 

Ineligible 
study design 

Leibovitch L, Kenet G, Mazor K, et al. Recombinant activated factor VII for life-
threatening pulmonary hemorrhage after pediatric cardiac surgery. Pediatric Critical 
Care Medicine. 2003;4(4):444-6. 

Small sample 
size 

Leung T, Han J, Hao Q, Lawrence Wong KS. The 9th International Symposium on Ineligible 
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Thrombolysis and Acute Stroke Therapy (TAST 2006), 2-3 December 2006 Hong Kong. 
Int J Stroke. 2007;2(2):77-9. 

study design 

Levi M, Bijsterveld NR, Keller TT. Recombinant factor VIIa as an antidote for 
anticoagulant treatment. Seminars in Hematology. 2004;41(1 Suppl 1):65-69. 

Ineligible 
study design 

Levi M, Peters M, Buller HR. Efficacy and safety of recombinant factor VIIa for treatment 
of severe bleeding: a systematic review. Critical Care Medicine. 2005;33(4):883-90. 

Ineligible 
study design 

Levi M, Vink R, de Jonge E. Prevention and treatment of bleeding by pro-hemostatic 
treatment strategies. Wien Med Wochenschr. 2003;153(19-20):421-5. 

Ineligible 
study design 

Levi M. Efficacy and safety of prohemostatic agents. Vox Sang. 2008;95(Suppl. 1):35. Unable to 
obtain 
publication 

Levi M. Pathogenesis and treatment of DIC. Thrombosis Research. 2005;115:54-55. Not on rFVIIa 
Levi M. Recombinant factor VIIa and trauma: treatment that does not leave you in the 
cold.[comment]. Journal of Thrombosis & Haemostasis. 2007;5(2):242-3. 

Ineligible 
study design 

Levi M. Recombinant factor VIIa: a general hemostatic agent? Not yet.[comment]. 
Journal of Thrombosis & Haemostasis. 2004;2(10):1695-7. 

Ineligible 
study design 

Levi M. Use of recombinant factor VIIa in the perioperative period. Hamostaseologie. 
2009;29(1):68-70. 

Ineligible 
study design 

Levy JH, Fingerhut A, Brott T, Langbakke IH, Erhardtsen E, Porte RJ. Recombinant 
factor VIIa in patients with coagulopathy secondary to anticoagulant therapy, cirrhosis, 
or severe traumatic injury: review of safety profile. Transfusion. 2006;46(6):919-33. 

Ineligible 
study design 

Levy JH, Tamaka KA. Management of Surgical Hemostasis: Systemic Agents. 
Vascular. 2008;16(Suppl. 1):S14-S21. 

Ineligible 
study design 

Levy JH, Tanaka KA. Prohemostatic Agents to Prevent Perioperative Blood Loss. 
Semin Thromb Hemost. 2008;34(5):439-444. 

Ineligible 
study design 

Levy JH, Tanaka KA. The anticoagulated patient: Strategies for effective blood loss 
management. Surgery (St Louis). 2007;142(4, Suppl. S):S71-S77. 

Ineligible 
study design 

Levy JH. Hemostatic agents. Transfusion (Malden). 2004;44(12, Suppl. S):58S-62S. Ineligible 
study design 

Levy JH. Massive transfusion coagulopathy. Seminars in Hematology. 2006;43(1 Suppl 
1):S59-63. 

Ineligible 
study design 

Levy JH. Novel concepts in treatment and prevention of bleeding. Anesthesia & 
Analgesia. 2005(Suppl. S):43-47. 

Ineligible 
study design 

Levy JH. Overview of clinical efficacy and safety of pharmacologic strategies for blood 
conservation. American Journal of Health-System Pharmacy. 2005;62(18 Suppl 4):S15-
9. 

Ineligible 
study design 

Levy JH. Pharmacologic methods to reduce perioperative bleeding. Transfusion. 
2008;48(1 Suppl):31S-38S. 

Ineligible 
study design 

Levy JH. Pharmacologic preservation of the hemostatic system during cardiac surgery. 
Annals of Thoracic Surgery. 2001;72(5):S1814-20. 

Ineligible 
study design 

li c-c, wang j-h, huang y-t, et al. Clinical Experiences with Recombinant Activated Factor 
VII for Managing Uncontrolled Hemorrhage in Non-Hemophilic Patients. Tzu Chi Med J. 
2007;19(4):220-5. 

Ineligible 
study design 

Libman RB, Lungu C, Kwiatkowski T. Multiple ischemic strokes associated with use of 
recombinant activated factor VII. Archives of Neurology. 2007;64(6):879-81. 

Small sample 
size 

Lichtman AD, Carullo V, Minhaj M, Karkouti K. Case 6--2007: massive intraoperative 
thrombosis and death after recombinant activated factor VII administration. Journal of 
Cardiothoracic & Vascular Anesthesia. 2007;21(6):897-902. 

Small sample 
size 

Liebeskind DS. American Stroke Association--28th International Conference. 13-15 
February 2003, Phoenix, AZ. IDrugs. 2003;6(4):288-9. 

Ineligible 
study design 

Liem AK, Biesma DH, Ernst SM, Schepens AA. Recombinant activated factor VII for 
false aneurysms in patients with normal haemostatic mechanisms. Thromb Haemost. 
1999;82(1):150-1. 

Small sample 
size 

Lin J, Hanigan WC, Tarantino M, Wang J. The use of recombinant activated factor VII to Small sample 



Comparative Effectiveness of Recombinant Factor VIIa for Off-Label Indications versus Usual Care 

Draft Appendices 
 

 A-41 

reverse warfarin-induced anticoagulation in patients with hemorrhages in the central 
nervous system: preliminary findings. Journal of Neurosurgery. 2003;98(4):737-40. 

size 

Lisman T, Leebeek FW, Meijer K, van der Meer J, Nieuwenhuis HK, de Groot PG. 
Recombinant factor VIIA improves clot formation but not TAFI-mediated downregulation 
of fibrinolysis in patients with cirrhosis and during liver transplantation. Hepatology. 
2001;34(4 Pt. 2):191A. 

Duplicate 

Liu-DeRyke X, Rhoney D. Hemostatic therapy for the treatment of intracranial 
hemorrhage. Pharmacotherapy. 2008;28(4):485-95. 

Ineligible 
study design 

Lloyd JV, Joist JH. Recombinant factor VIIa: a universal hemostatic agent? Curr 
Hematol Rep. 2002;1(1):19-26. 

Ineligible 
study design 

Lodge JPA, Jonas S, Jones RM, et al. Efficcy and safety of recombinant factor VIIa 
(RFVIIa) on transfusion reduction in orthotopic liver transplantation (OLT) - a 
randomised, double-blind, placebo-controlled trial. Transplantation. 2004;78(2). 

Duplicate 

Lodge JPA. Hemostasis in liver resection surgery. Seminars in Hematology. 2004;41(1 
Suppl 1):70-75. 

Ineligible 
study design 

Lodge P, Jonas S, Jaeck D, Fridberg MJ. Recombinant factor VIIa (NOVOSEVEN) in 
partial hepatectomy: a randomized, placebo-controlled, double-blind clinical trial 
[abstract]. Hepatology. 2002;36(4 (Pt 2). 

Duplicate 

Loertzer H, Soukup J, Fornara P. Rapid reversal of coagulopathy in patients on platelet 
aggregation inhibitors immediately prior to renal transplantation with recombinant factor 
VIIa? Transpl Int. 2006;19(6):519-20. 

Ineligible 
study design 

Loertzer H, Soukup J, Fornara P. Recombinant factor VIIa reduces bleeding risk in 
patients on platelet aggregation inhibitors immediately prior to renal transplantation--a 
retrospective analysis. Urol Int. 2007;78(2):135-9. 

Ineligible 
study design 

Loudon B, Smith MP. Recombinant factor VIIa as an adjunctive therapy for patients 
requiring large volume transfusion: a pharmacoeconomic evaluation. Internal Medicine 
Journal. 2005;35(8):463-7. 

Ineligible 
study design 

Loudon B, Smith MP. Recombinant factor VIIa as an adjunctive therapy for patients 
requiring large volume transfusion: a pharmacoeconomic evaluation. Internal Medicine 
Journal;35(8):463-467. 

Ineligible 
study design 

Louie R, Thomas B, Irwin R, Louie R, Thomas B, Irwin R. rFVIIa and obstructive 
hydronephrosis. Pediatric Blood & Cancer. 2008;50(2):431. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Louie R, Thomas B, Irwin R. rFVIIa and obstructive hydronephrosis. Pediatr Blood 
Cancer. 2008;50(2):431. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Lowe R. Trial of haemophilia treatment for intracerebral haemorrhage.[erratum appears 
in Lancet Neurol. 2004 Nov 4;3(11):644 Note: dosage error in text]. Lancet Neurology. 
2004;3(8):448. 

Ineligible 
study design 

Lucey MA, Myburgh JA. Recombinant activated factor VII for exsanguinating 
haemorrhage post bilateral lung transplantation for extra-corporeal lung support-
dependent respiratory failure. Anaesth Intensive Care. 2003;31(4):465-9. 

Ineligible 
study design 

Lucia JF, Orna E, Allepuz C, et al. Successful outcome of a cirrhotic patient with 
postoperative hematuria treated with a high single dose of recombinant activated factor 
VII (rFVIIa). Blood. 2001;98(11 Part 2):82b. 

Ineligible 
study design 

Ludlam CA. The evidence behind inhibitor treatment with recombinant factor VIIa. 
Pathophysiology of Haemostasis & Thrombosis. 2002;32 Suppl 1:13-8. 

Ineligible 
study design 



Comparative Effectiveness of Recombinant Factor VIIa for Off-Label Indications versus Usual Care 

Draft Appendices 
 

 A-42 

Lund-Hansen T. NovoSeven--virus safety. Haemostasis. 1996;26 Suppl 1:96-7. Animal or in-
vitro study 

Lusher JM. Recombinant activated factor VII for treatment of intramuscular 
haemorrhages: a comparison of early versus late treatment. Blood Coagul Fibrinolysis. 
1998;9 Suppl 1:S111-4. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Lusher JM. Recombinant clotting factors: a review of current clinical status. Biodrugs. 
2000;13(4):289-98. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Lusher JM. rFVIIa: Results of a double-blind dose-finding study. Transfusion. 
1994;34(8). 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Lynn M, Jeroukhimov I, Klein Y, Martinowitz U. Updates in the management of severe 
coagulopathy in trauma patients. Intensive Care Medicine. 2002;28 Suppl 2:S241-7. 

Ineligible 
study design 

Ma B, Wang ZN, Zhang BR. Effect of recombinant activated factor VII a on early 
recovery of patients undergoing cardiac valve replacement under cardiopulmonary 
bypass: a randomized double-blind placeb-controlled trial. Dier Junyi Daxue Xuebao. 
2006;27(10):1110-3. 

Foreign 
language 

Macdonald JA, Fraser JF, Foot CL, Tran K. Successful use of recombinant factor VII in 
massive hemoptysis due to community-acquired pneumonia. Chest. 2006;130(2):577-
579. 

Ineligible 
study design 

Maciej K, Ina BK, Slawomir Z, Lukasz K. Use of small doses of Recombinant factor VIIa 
during scoliosis surgery. The Journal of Bone and Joint Surgery. 2004;86-
B(SUPP_I):94-9a. 

Duplicate 

Mackonochie M, Chan D. Oral and poster presentations. 13-17 March 2005, San Diego, 
CA, USA. IDrugs. 2005;8(4):285-287. Not on rFVIIa 

MacLaren R, Weber LA, Brake H, Gardner MA, Tanzi M. A multicenter assessment of 
recombinant factor VIIa off-label usage: clinical experiences and associated outcomes. 
Transfusion. 2005;45(9):1434-42. 

Data 
combined for 
multiple 
conditions 

MacLaren R. Key concepts in the management of difficult hemorrhagic cases. 
Pharmacotherapy. 2007;27(9 Pt 2):93S-102S. 

Ineligible 
study design 

Madjdinasab NN, Sharafaddinzadeh N, Mohamadianinejad E, Bavarsad R, Khakzadeh 
A. Effect of Novoseven on hospitalization duration of Iranian ICH patients. 
Cerebrovascular Diseases. 2008;25(Suppl 2):158. 

No usable 
data 

Magnetti S, Oinonen M, Matuszewski KA. An evaluation of off-label use of recombinant 
activated human factor VII (NovoSeven): patient characteristics, utilization trends, and 
outcomes from an electronic database of U S academic health centers. P & 
T;32(4):218-220. 

Ineligible 
study design 

Magnetti S, Oinonen M, Matuszewski KA. An evaluation of off-label use of recombinant 
activated human factor VII (NovoSeven): Patient characteristics, utilization trends, and 
outcomes from an electronic database of U.S. academic health centers. P&T. 
2007;32(4):218-230. 

Data 
combined for 
multiple 
conditions 

Mahdy AM, Webster NR. Perioperative systemic haemostatic agents. British Journal of Ineligible 
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Anaesthesia. 2004;93(6):842-858. study design 
Mahmoud A, Al-Ruzzeh S, McKeague H, Cross M. Systemic venous thrombosis after 
recombinant factor VIIa in the control of bleeding after cardiac surgery. Tex Heart Inst J. 
2007;34(4):485-8. 

Small sample 
size 

Makris M, Kitchen S, Russell F, Preston FE. CLINICAL USE OF ACTIVATED 
RECOMBINANT FACTOR VII CONCENTRATE RFVIIA AND ITS IN-VIVO 
MONITORING. British Journal of Haematology. 1990;76(SUPPL. 1):9. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Makris M, Van Veen JJ. Comparative thrombotic event incidence after infusion of 
recombinant factor VIIa versus factor VIII inhibitor bypass activity--a rebuttal. J Thromb 
Haemost. 2005;3(4):818-9; author reply 819. 

Ineligible 
study design 

Malato A, Lo Monte AI, Anastasio R, et al. Successful treatment of gastrointestinal 
bleeding with recombinant factor VIIa after kidney transplantation in patients with 
pancytopenia. Transplant Proc. 2006;38(4):1031-3. 

Ineligible 
study design 

Malherbe S, Tsui BCH, Stobart K, Koller J. Argatroban as anticoagulant in 
cardiopulmonary bypass in an infant and attempted reversal with recombinant activated 
factor VII.[see comment]. Anesthesiology. 2004;100(2):443-5. 

Small sample 
size 

Mallarkey G, Brighton T, Thomson A, Kaye K, Seale P, Gazarian M. An evaluation of 
eptacog alfa in nonhaemophiliac conditions. Drugs. 2008;68(12):1665-1689. 

Ineligible 
study design 

Mandell BF. Messing with mother nature.[comment]. Cleveland Clinic Journal of 
Medicine. 2005;72(4):265. 

Ineligible 
study design 

Manning BJ, Hynes N, Courtney DF, Sultan S. Recombinant factor VIIa in the treatment 
of intractable bleeding in vascular surgery. European Journal of Vascular & 
Endovascular Surgery. 2005;30(5):525-7. 

Ineligible 
study design 

Mannucci PM, Levi M. Prevention and treatment of major blood loss. N Engl J Med. 
2007;356(22):2301-11. 

Ineligible 
study design 

Mannucci PM. Intracerebral haemorrhage and recombinant factor VIIa: not so good 
news! Internal & Emergency Medicine. 2007;2(3):235-6. 

Ineligible 
study design 

Marietta M, Facchini L, Girardis M, Luppi M, Torelli G. More on: Platelet count and the 
use of recombinant factor VIIa for the treatment of bleeding complications after 
hematopoietic stem cell transplantation.[comment]. Journal of Thrombosis & 
Haemostasis. 2006;4(1):288. 

Ineligible 
study design 

Marietta M, Facchini L, Pedrazzi P, Busani S, Torelli G. Pathophysiology of bleeding in 
surgery. Transplantation Proceedings. 2006;38(3):812-4. 

Ineligible 
study design 

Marietta M, Pedrazzi P, Girardis M, Torelli G. Intracerebral haemorrhage: an often 
neglected medical emergency. Internal & Emergency Medicine. 2007;2(1):38-45. 

Ineligible 
study design 

Markiewicz M, Kalicinski P, Kaminski A, et al. Acute coagulopathy after reperfusion of 
the liver graft in children correction with recombinant activated factor VII. Transplant 
Proc. 2003;35(6):2318-9. 

Small sample 
size 

Marson F, Farnia A, Callegher L, Casagrande L, Surdu M, Sarpellon M. Use of 
recombinant activated factor VII (rFVIIa-NovoSeven) in the treatment of uncontrolled 
postsurgical hemorrhage in a patient with deep venous thrombosis and caval filter. A 
case report. Minerva Anestesiol. 2006;72(7-8):675-82. 

Ineligible 
study design 

Marti-Carvajal A, Salanti G, Marti-Carvajal P. Human recombinant activated factor VII 
for upper gastrointestinal bleeding in patients with liver diseases [Systematic Review]. 
Cochrane Database of Systematic Reviews. 2008(2). 

Ineligible 
study design 

Marti-Carvajal AJ, Salanti G, Marti-Carvajal PI. Human recombinant activated factor VII 
for upper gastrointestinal bleeding in patients with liver diseases. Cochrane Database 
Syst Rev. 2007(1):CD004887. 

Ineligible 
study design 

Martinez J, Cid AR, de la Rubia J, Gimeno R. Treatment of intra-abdominal bleeding 
with recombinant activated factor VII in a patient with disseminated intravascular 
coagulation secondary to septic shock. Blood Coagulation & Fibrinolysis. 

Ineligible 
study design 
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2005;16(4):297-299. 
Martinowitz U, Kenet G, Lubetski A, Luboshitz J, Segal E. Possible role of recombinant 
activated factor VII (rFVIIa) in the control of hemorrhage associated with massive 
trauma. Canadian Journal of Anaesthesia. 2002;49(10):S15-20. 

Duplicate 

Martinowitz U, Kenet G, Luboshitz J, Lubetsky A, Varon D. Recombinant FVIIa (rFVIIa) 
for salvage of surgical patients suffering uncontrolled bleeding. Blood. 1999;94(10 
SUPPL. 1 PART 1):461a. 

Small sample 
size 

Martinowitz U, Kenet G, Segal E, et al. Recombinant activated factor VII for adjunctive 
hemorrhage control in trauma. Journal of Trauma-Injury Infection & Critical Care. 
2001;51(3):431-8; discussion 438-9. 

Small sample 
size 

Martinowitz U, Luboshitz J, Lubetsky A, Kenet G. New approach for the management of 
catastrophic bleeds in trauma and surgery: Enhancement of coagulation at the site of 
injury by recombinant activated factor VII (rFVIIa). Blood. 2001;98(11 Part 1):827a-
828a. 

Small sample 
size 

Martinowitz U, Schulman S. Coagulation factor concentrates by continuous infusion. 
Transfusion Medicine Reviews. 1997;11(1):56-63. 

Animal or in-
vitro study 

Martinowitz U, Zaarur M, Yaron BL, Blumenfeld A, Martonovits G. Treating traumatic 
bleeding in a combat setting: possible role of recombinant activated factor VII. Mil Med. 
2004;169(12 Suppl):16-8, 4. 

Ineligible 
study design 

Matherne D, Begtrup K, Grotta J. Validation of the ICH score in the recombinant factor 
VIIa ICH trial. Neurology. 2007;68(12, Suppl. 1):A220-A221. Duplicate 

Mathew P, Simon TL, Hunt KE, Crookston KP. How we manage requests for 
recombinant factor VIIa (NovoSeven). Transfusion. 2007;47(1):8-14. 

Ineligible 
study design 

Mathew P, Winter SS, Frost JD, Hanrahan J, Schwartz M, Jones JE. Novel applications 
of recombinant factor VIIa for the management of pediatric coagulopathic diseases. 
Journal of Pediatric Hematology/Oncology. 2003;25(6):499-502. 

Small sample 
size 

Mathew P, Winter SS, Frost JD, Schwartz M, Jones JE. Successful control of pediatric 
coagulopathic diseases using recombinant factor VIIa (rFVIIa). Blood. 2001;98(11 Part 
2):82b-83b. 

Small sample 
size 

Mathew P, Young G. Recombinant factor VIIa in paediatric bleeding disorders--a 2006 
review. Haemophilia. 2006;12(5):457-72. 

Ineligible 
study design 

Mathew P. The use of rFVIIa in non-haemophilia bleeding conditions in paediatrics. A 
systematic review. Thrombosis & Haemostasis. 2004;92(4):738-46. 

Ineligible 
study design 

Matic I, Titlic M, Lucic I, Mirkovic F, Jurjevic M. Recombinant activated factor VII in 
refractory gastrointestinal haemorrhage of unknown aetiology. Bratislavske Lekarske 
Listy. 2008;109(10):438-40. 

Ineligible 
study design 

Matijevic V, Supe S, Poljakovic Z, Rados M. Treatment with RFVIIa (NovoSeven) in 
acute intracerebral hemorrhage. NEUROLOGIA CROATICA. 2007;56(3/4):59-68. 

Small sample 
size 

Mauser-Bunschoten EP, de Goede-Bolder A, Koopman MMW, Roosendaal G, van den 
Berg HM. Different efficacy of continuous infusion of recombinant factor VIIa in dental 
surgery compared to other bleeds and surgical interventions. Blood. 1999;94(10 
SUPPL. 1 PART 2):120b. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Mayer S, Brun N, Skolnick B. Randomized, double-blind, placebo-controlled, multi-
center, parallel groups study to evaluate the efficacy and safety of activated 
recombinant factor VII in acute intracerebral hemorrhage. 28th International Stroke 
Conference. 2003. 

Duplicate 

Mayer S, Brun N. Safety and preliminary efficacy of activated recombinant factor VII in 
acute intracerebral hemorrhage. Stroke. 2003;34(1). Duplicate 

Mayer SA, Broderick J, Davis S, et al. The FAST trial: randomised, placebo-controlled, 
double-blind, multicenter, phase III study to assess recombinant activated factor VII 
efficacy in acute intracerebral haemorrhage. International Stroke Conference. 2006. 

Duplicate 

Mayer SA, Brun N, Broderick J, Davis S, Diringer MN, Steiner T. Safety and preliminary Duplicate 
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efficacy of recombinant coagulation factor VIIa in acute intracerebral hemorrhage: U.S. 
Phase 2A Study. Stroke. 2004;35(1). 
Mayer SA, Brun N, Broderick J, et al. Predictors and clinical impact of hematoma growth 
in the NovoSeven ICH Trial. European Journal of Neurology. Vol. 2004;11(Suppl 2). Duplicate 

Mayer SA, Brun N, Broderick J, et al. Recombinant factor VIIa for acute intracerebral 
hemorrhage. Stroke. 2004;35(6). Duplicate 

Mayer SA, Brun NC, Begtrup K, et al. Randomized, placebo-controlled, double-blind 
phase III study to assess rFVIIa efficacy in acute intracerebral hemorrhage: the FAST 
trial. Cerebrovascular Diseases. 2007;23(Suppl 2). 

Duplicate 

Mayer SA, Brun NC, Broderick JP, et al. Recombinant factor VIIa for acute intracerebral 
haemorrhage: impact of timing of treatment. International Journal of Stroke. 
2006;1(Suppl 1). 

Ineligible 
study design 

Mayer SA, Brun NC. Safety and feasibility of ultra-early hemostatic therapy for 
intracerebral hemorrhage: The NovoSeven ICH Trial. 27th International Stroke 
Conference. 2002. 

Duplicate 

Mayer SA, Committee FTS. Complications in patients with intracerebral hemorrhage 
treated with recombinant factor VIIa.[comment]. Neurology. 2007;69(3):319-20. 

Ineligible 
study design 

Mayer SA, Davis SM, Begtrup K, et al. Subgroup analysis in the Fast trial: a subset of 
intracerebral hemorrhage patients that benefit from recombinant activated factor VII? 
Stroke. 2008;39(2):528. 

Duplicate 

Mayer SA, Rincon F. Treatment of intracerebral haemorrhage. Lancet Neurol. 
2005;4(10):662-72. 

Ineligible 
study design 

Mayer SA, Rincon F. Ultra-early hemostatic therapy for acute intracerebral hemorrhage. 
Seminars in Hematology. 2006;43(1 Suppl 1):S70-6. Duplicate 

Mayer SA. Intracerebral hemorrhage: natural history and rationale of ultra-early 
hemostatic therapy. Intensive Care Medicine. 2002;28 Suppl 2:S235-40. 

Ineligible 
study design 

Mayer SA. NovoSeven intracerebral hemorrhage trial. Stroke. 2002;33(10). Duplicate 
Mayer SA. Recombinant activated factor VII for acute intracerebral hemorrhage. Stroke. 
2007;38(2 Suppl):763-7. Duplicate 

Mayer SA. Ultra-early hemostatic therapy for intracerebral hemorrhage. Stroke. 
2003;34(1):224-9. 

Ineligible 
study design 

Mayer SA. Ultra-early hemostatic therapy for primary intracerebral hemorrhage: a 
review. Canadian Journal of Neurological Sciences. 2005;32 Suppl 2:S31-7. 

Ineligible 
study design 

Mayo A, Misgav M, Kluger Y, et al. Recombinant activated factor VII (NovoSeven): 
addition to replacement therapy in acute, uncontrolled and life-threatening bleeding. Vox 
Sanguinis. 2004;87(1):34-40. 

Small sample 
size 

Mazer CD, Leong-Poi H, Mahoney J, Latter D, Strauss BH, Teitel JM. Vascular injury 
and thrombotic potential: a note of caution about recombinant factor VIIa. Seminars in 
Cardiothoracic & Vascular Anesthesia. 2007;11(4):261-4. 

Ineligible 
study design 

Mazzara R, Escolar G, Castillo R, Ordinas A. Alternatives to platelet transfusions. 
Sangre (Saragossa). 1998;43(4):331-338. 

Foreign 
language 

McCabe CJ, Warren RL. Trauma: an annotated bibliography of the recent literature--
2005. American Journal of Emergency Medicine. 2006;24(5):517-39. 

Ineligible 
study design 

McClelland S, 3rd, Won EK, Lam CH. Utilization of recombinant activated factor VII for 
intracranial hematoma evacuation in coagulopathic nonhemophilic neurosurgical 
patients with normal international normalized ratios. Neurocrit Care. 2007;7(2):136-9. 

Small sample 
size 

McCloy M, Iverson A, Crawley C, Laffan M. Recombinant activated factor VIIa for 
intractable haematuria in sickle cell disease. CME Bulletin Haematology. 2000;3(2):42-
4. 

Ineligible 
study design 

McCormick PA, Murphy KM. Splenomegaly, hypersplenism and coagulation 
abnormalities in liver disease. Best Practice & Research in Clinical Gastroenterology. 
2000;14(6):1009-31. 

Ineligible 
study design 

McDonald V, Ryland K. Coagulopathy in trauma: optimising haematological status. 
Trauma. 2008;10:109-123. 

Ineligible 
study design 
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McEwan A. Aspects of bleeding after cardiac surgery in children. Paediatr Anaesth. 
2007;17(12):1126-33. 

Ineligible 
study design 

McIlroy DR, Silvers AJ. Recombinant factor VIIa for life-threatening bleeding in high-risk 
cardiac surgery despite full-dose aprotinin. Anesth Analg. 2004;99(1):27-30. 

Small sample 
size 

McLeod A, Karkouti K, Yeo E, et al. Recombinant factor VIIa (rF-VIIa) for intractable 
blood loss after cardiac surgery: A single-arm pilot trial in twenty patients. Blood. 
2003;102(11):308a. 

No eligible 
outcomes 

McLintock C. Postpartum haemorrhage. Thrombosis Research. 2005;115 Suppl 1:65-8. Ineligible 
study design 

McMorrow RC, Ryan SM, Blunnie WP, et al. Use of recombinant factor VIIa in massive 
post-partum haemorrhage. European Journal of Anaesthesiology. 2008;25(4):293-8. Duplicate 

McMullin NR, Kauvar DS, Currier HM, Baskin TW, Pusateri AE, Holcomb JB. The 
clinical and laboratory response to recombinant factor VIIA in trauma and surgical 
patients with acquired coagulopathy. Current Surgery. 2006;63(4):246-51. 

Data 
combined for 
multiple 
conditions 

McPherson J, Sutcharitchan P, Lloyd J, Street A, Nelleman Jorgensen L, Yang SI. 
Experience with continuous infusion of recombinant activated factor VII in the Asia-
Pacific region. Blood Coagul Fibrinolysis. 2000;11 Suppl 1:S31-4. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

McRoberts RJ, Beard D, Walsh TS. A study of blood product use in patients with major 
trauma in Scotland: analysis of a major trauma database. Emergency Medicine Journal. 
2007;24(5):325-9. 

No usable 
data 

Mealy NE, Bayes M. Eptacog alfa (activated). Drugs of the Future. 2005;30(5):528-530. Ineligible 
study design 

Meijer K, Hendriks HGD, De Wolf JTM, et al. Recombinant factor VIIa in orthotopic liver 
transplantation: influence on parameters of coagulation and fibrinolysis. Blood 
Coagulation & Fibrinolysis. 2003;14(2):169-74. 

Duplicate 

Mendez P, Acebo W, Jeffers L, et al. Incidence of subcapsular and intrahepatic 
hematoma following laparoscopic liver biopsy after intravenous factor VIIa 
administration in cirrhotic patients with coagulopathy [abstract]. Hepatology. 
1998;28(Suppl 4). 

Other: 
unpublished 
data 

Mercer KW, Gail Macik B, Williams ME. Hematologic disorders in critically ill patients. 
Seminars in Respiratory & Critical Care Medicine. 2006;27(3):286-96. 

Ineligible 
study design 

Mercier FJ, Van de Velde M. Major obstetric hemorrhage. Anesthesiology 
Clinics;26(1):53-66. 

Ineligible 
study design 

Miall FM, Barton LM, Ayyash R, Tadd SE, Pavord SR. Recombinant activated factor VII 
(rVIIa): Predicting response in intractable bleeding. British Journal of Haematology. 
2005;129(Suppl. 1):20. 

No eligible 
outcomes 

Michalska-Krzanowska G, Czuprynska M. Recombinant factor VII (activated) for 
haemorrhagic complications of severe sepsis treated with recombinant protein C 
(activated). Acta Haematol. 2006;116(2):126-30. 

Ineligible 
study design 

Michalska-Krzanowska G, Sajdak R, Stasiak-Pikula E. Effects of recombinant factor 
VIIa in haemorrhagic complications of urological operations. Acta Haematol. 
2003;109(3):158-60. 

Small sample 
size 

Micieli G, Tosi P, Marcheselli S, Cavallini A. Early haemostatic therapy for spontaneous 
intracranial haemorrhage. Neurological Sciences. 2005;26 Suppl 1:S34-6. 

Ineligible 
study design 

Midathada MV, Mehta P, Waner M, Fink LM. Recombinant factor VIIa in the treatment 
of bleeding. Am J Clin Pathol. 2004;121(1):124-37. 

Ineligible 
study design 

Millar CG, Stringer MD, Sugarman I, Richards M. The use of recombinant factor VIIa for 
bleeding in paediatric practice. Haemophilia. 2005;11(2):171-4. 

Ineligible 
study design 

Mindikoglu AL, Anantharaju A, George M, Leone N, Bejna J, Van Thiel DH. Splenic 
embolization in a Jehovah's Witness: role of recombinant human factor VIIa. 

Ineligible 
study design 
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Hepatogastroenterology. 2003;50(53):1697-9. 
Mindikoglu AL, Anantharaju A, George M, Shah NN, Villanueva J, van Thiel DH. Acute 
intracranial hemorrhage in a cirrhotic controlled with recombinant factor VIIa. Dig Dis 
Sci. 2003;48(6):1130-5. 

Small sample 
size 

Mindikoglu AL, Anantharaju A, Villanueva J, Shah N, Van Thiel DH. Pericardiocentesis 
and pancreatic aspiration needle biopsy in coagulopathic and thrombocytopenic 
cirrhotic patient. Chest. 2003;123(3):956-8. 

Ineligible 
study design 

Minniti C, Weinthal J. Use of recombinant activated factor VII (rFVIIa) in two children 
with idiopathic thombocytopenic purpura (ITP). Blood. 2001;98(11 Part 2):62b. 

Ineligible 
study design 

Mitchell JG, Speake WJ, Russell NK, Girling K, Armitage NC. Recombinant factor VIIa: 
a useful tool for life-threatening colonic bleeding. Report of a case. Dis Colon Rectum. 
2007;50(12):2238-40. 

Ineligible 
study design 

Mittal S, Watson HG. A critical appraisal of the use of recombinant factor VIIa in 
acquired bleeding conditions. Br J Haematol. 2006;133(4):355-63. 

Ineligible 
study design 

Moeller MS. Indications for use of recombinant factor VIIa: a case study with 
implications for research. Journal of Trauma Nursing. 2006;13(4):190-2. 

Small sample 
size 

Mohr AM, Holcomb JB, Dutton RP, Duranteau J. Recombinant activated factor VIIa and 
hemostasis in critical care: a focus on trauma. Critical Care (London, England). 2005;9 
Suppl 5:S37-42. 

Ineligible 
study design 

Mohr JP. Report of the 16th European Stroke Conference, Glasgow, May 29 to June 1, 
2007. Cerebrovasc Dis. 2007;24(4):385-6. 

Ineligible 
study design 

Moisescu E, Ardelean L, Simion I, Muresan A, Ciupan R. Recombinant factor VIIa 
treatment of bleeding associated with acute renal failure. Blood Coagul Fibrinolysis. 
2000;11(6):575-7. 

Ineligible 
study design 

Molskov Bech RB, Nielsen L, Falch JF, Glazer S, Hedner U. Evaluation of efficacy of 
recombinant factor VIIa in 149 patients treated for critical bleeds. Blood. 1994;84(10 
SUPPL. 1):68A. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Moltzan CJ, Anderson DA, Callum J, et al. The evidence for the use of recombinant 
factor VIIa in massive bleeding: development of a transfusion policy framework. 
Transfusion Medicine. 2008;18(2):112-20. 

Duplicate 

Monroe DM, Hoffman M, Allen GA, Roberts HR. The factor VII-platelet interplay: 
Effectiveness of recombinant factor VIIa in the treatment of bleeding in severe 
thrombocytopathia. Seminars in Thrombosis and Hemostasis. 2000;26(4):373-377. 

Ineligible 
study design 

Monroe DM, Roberts HR. Mechanism of action of high-dose factor VIIa: points of 
agreement and disagreement. Arterioscler Thromb Vasc Biol. 2003;23(1):8-9; 
discussion 10. 

In vivo in 
humans, but 
rFVIIa is NOT 
used as a 
therapy or for 
clinically 
relevant 
outcomes 

Monroe DM. Modeling the action of factor VIIa in dilutional coagulopathy. Thrombosis 
Research. 2008;122(Suppl. 1):S7-S10. 

Animal or in-
vitro study 

Moondi P, Cordingley J, Pepper J. Successful use of recombinant factor VIIa for the 
management of severe haemorrhage after cardiac surgery. British Journal of Intensive 
Care. 2004;14(4):136-138. 

Ineligible 
study design 

Morante L, Guasch EV, Palacio F, Gilsanz F. Activated recombinant factor VII to 
reverse oral anticoagulants for emergent cesarean delivery. Anesth Analg. 
2006;102(6):1902-3. 

Ineligible 
study design 

Morenski JD, Tobias JD, Jimenez DF. Recombinant activated factor VII for cerebral 
injury-induced coagulopathy in pediatric patients. Report of three cases and review of 

Small sample 
size 
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the literature. Journal of Neurosurgery. 2003;98(3):611-6. 
Morey AF. Factor VIIa for correction of traumatic coagulopathy. J Urol. 2005;174(3):968. Ineligible 

study design 
Morris S, Ridley S, Munro V, Christensen MC. Cost effectiveness of recombinant 
activated factor VII for the control of bleeding in patients with severe blunt trauma 
injuries in the United Kingdom. Anaesthesia. 2007;62(1):43-52. 

Ineligible 
study design 

Morris S, Ridley S, Munro V, Christensen MC. Cost effectiveness of recombinant 
activated factor VII for the control of bleeding in patients with severe blunt trauma 
injuries in the United Kingdom. Anaesthesia;62(1):43-52. 

Ineligible 
study design 

Moscardo F, Perez F, de la Rubia J, et al. Successful treatment of severe intra-
abdominal bleeding associated with disseminated intravascular coagulation using 
recombinant activated factor VII. Br J Haematol. 2001;114(1):174-6. 

Ineligible 
study design 

Mossad EB, Machado S, Apostolakis J. Bleeding following deep hypothermia and 
circulatory arrest in children. Semin Cardiothorac Vasc Anesth. 2007;11(1):34-46. 

Ineligible 
study design 

Mousa SA. Tissue factor/VIIa in thrombosis and cancer. Methods Mol Med. 
2004;93:119-32. Not on rFVIIa 

Muirhead B, Dickson T, Freedman J, Muirhead B, Dickson T, Freedman J. 473649-
recombinant factor v11a use in Canada. Canadian Journal of Anaesthesia. 2008;55 
Suppl 1:473649. 

No usable 
data 

Muleo G, Santoro R, Iannaccaro PG, et al. Small doses of recombinant factor VIIa in 
acquired deficiencies of vitamin K dependent factors. Blood Coagul Fibrinolysis. 
1999;10(8):521-2. 

Small sample 
size 

Murkin JM. A novel hemostatic agent: the potential role of recombinant activated factor 
VII (rFVIIa) in anesthetic practice. Canadian Journal of Anaesthesia. 2002;49(10):S21-
6. 

Ineligible 
study design 

Muslimani A, Daw H. Using recombinant activated factor VII (rFVIIa) in refractory 
bleeding: A community hospital experience. Blood. 2006;108(11, Part 2):90B-91B. 

Ineligible 
study design 

Muslimani AA, Walia HK, Ahluwalia MS, Daneschvar HL, Daw HA. Successful use of 
recombinant factor VIIa in reversal of life threatening bleeding caused by coagulopathy. 
Blood. 2005;106(11, Part 2):100B. 

Ineligible 
study design 

Nadir Y, Brenner B. Hemorrhagic and thrombotic complications in bone marrow 
transplant recipients. Thrombosis Research. 2007;120(Suppl. 2):S92-S98. 

Ineligible 
study design 

Nagarsheth NP, Shander A, Malovany R, Tzeng J, Ibrahim I. Bloodless surgery in a 
Jehovah's Witness patient with a 12.7-kg uterine leiomyosarcoma. J Surg Educ. 
2007;64(4):212-9. 

Ineligible 
study design 

Naik VN, Mazer CD, Latter DA, Teitel JM, Hare GM. Successful treatment using 
recombinant factor VIIa for severe bleeding post cardiopulmonary bypass. Can J 
Anaesth. 2003;50(6):599-602. 

Small sample 
size 

Narayan RK, Maas AIR, Marshall LF, et al. Recombinant factor VIIA in traumatic 
intracerebral hemorrhage: results of a dose-escalation clinical trial. Neurosurgery. 
2008;62(4):776-86; discussion 786-8. 

Duplicate 

Negrier C, Dargaud Y, Bordet JC. Basic aspects of bypassing agents. Haemophilia. 
2006;12 Suppl 6:48-52; discussion 52-3. 

In vivo in 
humans, but 
rFVIIa is NOT 
used as a 
therapy or for 
clinically 
relevant 
outcomes 

Negrier C, Lienhart A. Overall experience with NovoSeven. Blood Coagul Fibrinolysis. 
2000;11 Suppl 1:S19-24. 

Ineligible 
study design 

Nelson SC, Heisel MA, Christie B, Osip J, Clohisy D, Key NS. Use of recombinant factor 
VIIA in children undergoing radioactive synovectomy. Blood. 1995;86(10 SUPPL. 
1):882A. 

Patients who 
have 
hemophilia A 
or B or factor 



Comparative Effectiveness of Recombinant Factor VIIa for Off-Label Indications versus Usual Care 

Draft Appendices 
 

 A-49 

VII deficiency 
(congenital or 
acquired) 

Neubauer P, Mursula A. Biotechnology - 12th European Congress. Idrugs. 
2005;8(10):809-12. 

Ineligible 
study design 

Ng HJ, Koh LP, Lee LH. Successful control of postsurgical bleeding by recombinant 
factor VIIa in a renal failure patient given low molecular weight heparin and aspirin. Ann 
Hematol. 2003;82(4):257-8. 

Ineligible 
study design 

Ng HJ, Loh SM, Tan DC, Lee LH. Thrombosis associated with the use of recombinant 
activated factor VII: profiling two events. Thromb Haemost. 2004;92(6):1448-9. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Ng SS, Yiu RY, Lee JF, Li JC, Leung KL. Portal venous gas and thrombosis in a 
Chinese patient with fulminant Crohn's colitis: a case report with literature review. World 
J Gastroenterol. 2006;12(34):5582-6. 

Ineligible 
study design 

Nga HJ, Crowther MA. New anti-thrombotic agents: Emphasis on hemorrhagic 
complications and their management. Seminars in Hematology. 2006;43(1, Suppl. 
1):S77-S83. 

Ineligible 
study design 

Nicklin J, Perrin L, Crandon A, et al. Re: Guidelines for the use of recombinant activated 
factor VII in massive obstetric haemorrhage. Australian & New Zealand Journal of 
Obstetrics & Gynaecology. 2008;48(4):447. 

Ineligible 
study design 

Nohira T, Osakabe Y, Suda S, et al. Successful management by recombinant activated 
factor VII in a case of disseminated intravascular coagulopathy caused by obstetric 
hemorrhage. Journal of Obstetrics & Gynaecology Research. 2008;34(4 Pt 2):623-30. 

Ineligible 
study design 

Nold J, Hargens L, Hagen E, Moertel C, Messinger Y. The use of recombinant factor 
VIIa (rFVIIa) to control bleeding in a neonate with disseminated intravascular 
coagulation and liver failure. Blood. 2003;102(11):101b-102b. 

Ineligible 
study design 

Nonthasoot B, Nivatvongs S. Multiple doses of recombinant factor VIIa in orthotopic 
liver transplantation: a case report. Transplant Proc. 2003;35(1):427-8. 

Small sample 
size 

NovoSeven for massive, uncontrollable, life-threatening haemorrhage in non-
haemophiliacs - Early Warning on New Health Technology. Copenhagen: Danish 
Centre for Evaluation and Health Technology Assessment (DACEHTA). 2003;2(1). 

Ineligible 
study design 

NovoSeven for non-hemophilia hemostasis. Medical Letter on Drugs & Therapeutics. 
2004;46(1181):33-4. 

Ineligible 
study design 

O'Connell KA, Wood JJ, Wise RP, Lozier JN, Braun MM. Thromboembolic adverse 
events after use of recombinant human coagulation factor VIIa. Jama. 2006;295(3):293-
8. 

Data 
combined for 
multiple 
conditions 

O'Connell NM, Perry DJ, Hodgson AJ, O'Shaughnessy DF, Laffan MA, Smith OP. 
Recombinant FVIIa in the management of uncontrolled hemorrhage. Transfusion. 
2003;43(12):1711-6. 

Data 
combined for 
multiple 
conditions 

O'Connor JV, Stein DM, Dutton RP, Scalea TM. Traumatic hemoptysis treated with 
recombinant human factor VIIa. Ann Thorac Surg. 2006;81(4):1485-7. 

Small sample 
size 

Odeyemi IA, Friederich PW, Levi M. Economic impact of recombinant activated factor 
VII in the control of bleeds associated with abdominal prostatectomy. Journal of Medical 
Economics;7:107-115. 

Ineligible 
study design 

Odeyemi IAO, Friederich PW, Levi M. Economic impact of recombinant activated factor 
VII in control of bleeds associated with abdominal prostatectomy. J Med Econ. 
2004;7:107-115. 

Ineligible 
study design 

Oh JJ, Akers WS, Lewis D, Ramaiah C, Flynn JD. Recombinant factor VIIa for 
refractory bleeding after cardiac surgery secondary to anticoagulation with the direct 

Small sample 
size 
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thrombin inhibitor lepirudin. Pharmacotherapy. 2006;26(4):569-577. 
Olomu N, Kulkarni R, Manco-Johnson M. Treatment of severe pulmonary hemorrhage 
with activated recombinant factor VII (rFVIIa) in very low birth weight infants. J Perinatol. 
2002;22(8):672-4. 

Ineligible 
study design 

Olomu N, Kulkarni R, Mano-Johnson M. Treatment of intrapulmonary hemorrhage with 
activated recombinant factor VII (rFVIIa) in very low birth weight (VLBW) infants on 
mechanical ventilation in a community level III neonatal intensive care unit (NICU). 
Blood. 2001;98(11 Part 1):262a-263a. 

Ineligible 
study design 

O'Neill PA, Bluth M, Gloster ES, et al. Successful use of recombinant activated factor 
VII for trauma-associated hemorrhage in a patient without preexisting coagulopathy. 
Journal of Trauma-Injury Infection & Critical Care. 2002;52(2):400-5. 

Small sample 
size 

Overdevest GM, Heetveld MJ. Open pelvic fractures: experience with recombinant 
factor VIIa, degloving and bowel injury. Injury. 2007;38(3):384-91. 

Small sample 
size 

Owen PS, Golightly LK, MacLaren R, Ferretti KA, Badesch DB. Formulary management 
of recombinant factor VIIa at an academic medical center. Annals of Pharmacotherapy. 
2008;42(6):771-6. 

Ineligible 
study design 

Ozcelik T, Ozkocaman V, Ozkalemkas F, et al. Use of recombinant activated factor VII 
in a patient with severe thrombocytopenia due to myelodysplastic syndrome with 
uncontrolled gastrointestinal bleeding. Blood Coagul Fibrinolysis. 2007;18(4):385-6. 

Ineligible 
study design 

Ozier Y, Klinck JR. Anesthetic management of hepatic transplantation. Curr Opin 
Anaesthesiol. 2008;21(3):391-400. 

Ineligible 
study design 

Ozier Y, Schlumberger S. Pharmacological approaches to reducing blood loss and 
transfusions in the surgical patient. Canadian Journal of Anaesthesia. 2006;53(6 
Suppl):S21-9. 

Ineligible 
study design 

Page MJ, Key NS, Rockwood T. Patient/caregiver assessment of convenience in the 
use of recombinant activated factor VII (rVIIa; NovoSeven) in home therapy. Blood 
Coagul Fibrinolysis. 2000;11 Suppl 1:S51-2. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Palacios Jaraquemada JM. Real efficacy of factor VIIa in the treatment of the 
postpartum hemorrhage. Acta Obstet Gynecol Scand. 2005;84(11):1130; author reply 
1131. 

Ineligible 
study design 

Palomino MA, Chaparro MJ, de Elvira MJ, Curiel EB. Recombinant activated factor VII 
in the management of massive obstetric bleeding. Blood Coagul Fibrinolysis. 
2006;17(3):226-7. 

Ineligible 
study design 

Panek G, Pawel D, Bidzinski M, Stachurska E, Krynicki R. Successful use of activated 
recombinant factor FVIIa in the management of intra abdominal haemorrhage after 
cytoreductive surgery for advanced carcinoma of the ovary - a case report. nowotwory. 
2002;53(4):308-11. 

Ineligible 
study design 

Pang G, Donaldson A. Probable right atrial thrombus immediately after recombinant 
activated factor VII administration. British Journal of Anaesthesia. 2007;99(2):221-5. 

Small sample 
size 

Panya A, Jackson G, Wingmore T, Raobaikady R. Management of Surgery-Associated 
Bleeding in Cancer Patients. Current Anaesthesia & Critical Care. 2008;19:59-69. 

Ineligible 
study design 

Papatheodoridis GV, Chung S, Keshav S, Pasi J, Burroughs AK. Correction of both 
prothrombin time and primary haemostasis by recombinant factor VII during therapeutic 
alcohol injection of hepatocellular cancer in liver cirrhosis. J Hepatol. 1999;31(4):747-
50. 

Ineligible 
study design 

Pape H-C. recombinant factor viia for life-threatening hemorrhage in trauma patients: 
review of the literature. european journal of trauma. 2006;32(5):439-48. 

Ineligible 
study design 

Papia G, Klein D, Lindsay TF. Intensive care of the patient following open abdominal 
aortic surgery. Curr Opin Crit Care. 2006;12(4):340-5. 

Ineligible 
study design 

Pardo M, Bartolome J, Carreno V, Sanchez J, Quemada FJ, Del Corral A. Benefit of 
rFVIIa administration for cirrhotic patients undergoing surgery. World J Surg. 

Ineligible 
study design 
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2003;27(6):758-9. 
Pardo Sanchez M, Nebreda JB, Carreno Garcia V. Recombinant activated factor VII 
prevents bleeding during a surgical procedure in a patient with uncontrollable rectal 
hemorrhage. American Journal of Gastroenterology. 2002;97(5):1266-1267. 

Ineligible 
study design 

Park P, Fewel ME, Garton HJ, Thompson BG, Hoff JT. Recombinant activated factor VII 
for the rapid correction of coagulopathy in nonhemophilic neurosurgical patients. 
Neurosurgery. 2003;53(1):34-8; discussion 38-9. 

Ineligible 
study design 

Parker PJ, Adams SA, Williams D, Shepherd A. Forward surgery on Operation Telic--
Iraq 2003. Journal of the Royal Army Medical Corps. 2005;151(3):186-91. 

Small sample 
size 

Paschold JC, Macik BG. Recombinant activated factor VII for correction of the 
coagulopathy in a patient with cirrhosis requiring surgical drainage of a large epidural 
abscess. Blood. 2001;98(11 Part 2):76b. 

Ineligible 
study design 

Pastores SM, Papadopoulos E, Voigt L, Halpern NA. Diffuse alveolar hemorrhage after 
allogeneic hematopoietic stem-cell transplantation: Treatment with recombinant factor 
VIIa. Chest. 2003;124(6):2400-2403. 

Ineligible 
study design 

Pattaras JG, Ogan K, Martinez E, Nieh P. Endourological management of urolithiasis in 
hepatically compromised patients. Journal of Urology. 2008;179(3):976-80. 

Ineligible 
study design 

Pavese P, Bonadona A, Beaubien J, et al. FVIIa corrects the coagulopathy of fulminant 
hepatic failure but may be associated with thrombosis: a report of four cases. Can J 
Anaesth. 2005;52(1):26-9. 

Small sample 
size 

Payne EM, Brett SJ, Laffan MA. Efficacy of recombinant activated factor VII in 
unselected patients with uncontrolled haemorrhage: a single centre experience. Blood 
Coagulation & Fibrinolysis. 2006;17(5):397-402. 

Data 
combined for 
multiple 
conditions 

Pejin D, Popovic S, Gebauer E, et al. The treatment of the life-treatening bleeding in 
haemophiliacs and in patients with acute leukaemia. Our experience. Blood Reviews. 
2007;21(Suppl. 1):S100-S101. 

Not on rFVIIa 

Peon M-C. The evidence for the use of recombinant human activated factor VII in the 
treatment of bleeding patients with quantitative and qualitative platelet disorders. 
Transfusion Medicine Reviews. 2007;21(3):223-236. 

Ineligible 
study design 

Pepas LP, Arif-Adib M, Kadir RA. Factor VIIa in puerperal hemorrhage with 
disseminated intravascular coagulation. Obstet Gynecol. 2006;108(3 Pt 2):757-61. 

Ineligible 
study design 

Pepas LP, Arif-Adib M, Kadir RA. Factor vlla in puerperal hemorrhage with 
disseminated intravascular coagulation. Obstetrics & Gynecology. 2006;108(3, Part 
2):757-761. 

Ineligible 
study design 

Pepe PE, Dutton RP, Fowler RL. Preoperative resuscitation of the trauma patient. 
Current Opinion in Anaesthesiology. 2008;21(2):216-21. 

Ineligible 
study design 

Pepion C, Becq MC, Jacob L. Deep vein thrombosis after recombinant factor VIIa 
infusion to control severe recurrent postoperative bleeding. Anesthesiology. 
2006;104(4):892-3. 

Ineligible 
study design 

Perkins JG, Schreiber MA, Wade CE, Holcomb JB. Early versus late recombinant factor 
VIIa in combat trauma patients requiring massive transfusion. Journal of Trauma-Injury 
Infection & Critical Care. 2007;62(5):1095-9; discussion 1099-101. 

Duplicate 

Persson E. Variants of recombinant factor VIIa with increased intrinsic activity. 
Seminars in Hematology. 2004;41(1 Suppl 1):89-92. Not on rFVIIa 

Pettersson M, Fischler B, Petrini P, Schulman S, Nemeth A. Recombinant FVIIa in 
children with liver disease. Thrombosis Research. 2005;116(3):185-97. 

Ineligible 
study design 

Pfau G, Schilling T, Kozian A, Huth C, Schneemilch CE, Heim MU. A single dose of 
recombinant activated factor VII (NovoSeven (R)) did not impair the function of the 
coronary artery bypass grafts - Successful treatment of critical bleeding after cardiac 
surgery in two cases. Transfusion Medicine and Hemotherapy. 2007;34(3):204-207. 

Small sample 
size 

Pfliegler GP, Kovacs E, Nemeth H, et al. Oral anticoncipient induced angiosarcomatosis 
and disseminated intravascular coagulation. Blood. 2007;110(11, Part 2):54B. 

Ineligible 
study design 

Phelan JT, II, Broder J, Kouides PA. Near-fatal uterine hemorrhage during induction 
chemotherapy for acute myeloid leukemia: A case report of bilateral uterine artery 

Ineligible 
study design 
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embolization. American Journal of Hematology. 2004;77(2):151-155. 
Philipson MR, Parker PJ. Damage Control Orthopaedics. Trauma. 2007;9:245-254. Ineligible 

study design 
Piggott KD, Riedel PA, Baron HI. Multifocal lymphangioendotheliomatosis with 
thrombocytopenia: a rare cause of gastrointestinal bleeding in the newborn period. 
Pediatrics. 2006;117(4):e810-3. 

Ineligible 
study design 

Plaat F. Recombinant factor VIIa should be used in massive obstetric haemorrhage. Int 
J Obstet Anesth. 2007;16(4):354-7. 

Ineligible 
study design 

Planinsic RM, Testa G, Emre S, et al. Safety and efficacy of single bolus dose of 
recombinant factor VIIa in patients undergoing orthotopic liver transplantation: A 
randomized multi-center study. Hepatology. 2002;36(4 Part 2):660A. 

Duplicate 

Planinsic RM. Use of recombinant factor VIIa (rFVIIa) in liver transportation [4]. Liver 
Transplantation. 2006;12(7):1178-1179. 

Ineligible 
study design 

Plews DE, Thomas AE. Novel uses of recombinant factor VIIa. Blood. 1999;94(10 
SUPPL. 1 PART 2):83b. 

Ineligible 
study design 

Poon MC, d'Oiron R. Recombinant activated factor VII (NovoSeven) treatment of 
platelet-related bleeding disorders. International Registry on Recombinant Factor VIIa 
and Congenital Platelet Disorders Group. Blood Coagul Fibrinolysis. 2000;11 Suppl 
1:S55-68. 

Ineligible 
study design 

Poovalingam V, Kenoyer DG, Mahomed R, Rapiti N, Bassa F, Govender P. 
Superwarfarin poisoning: A report of 4 cases. SAMJ (South African Medical Journal). 
2002;92(11):874-876. 

Not on rFVIIa 

Popovic L, Peklic M, Kern J. Croatian Experience in Treatment with Recombinant 
Activated Factor VII in Pediatric Liver Transplantations. Paediatr Croat. 2006;50:127-9. 

Small sample 
size 

Porte RJ, Caldwell SH. The role of recombinant factor VIIa in liver 
transplantation.[comment]. Liver Transplantation. 2005;11(8):872-4. 

Ineligible 
study design 

Porte RJ, Leebeek FWG. Pharmacological strategies to decrease transfusion 
requirements in patients undergoing surgery. Drugs. 2002;62(15):2193-211. 

Ineligible 
study design 

Potapov EV, Pasic M, Bauer M, Hetzer R. Activated recombinant factor VII for control of 
diffuse bleeding after implantation of ventricular assist device. Annals of Thoracic 
Surgery. 2002;74(6):2182-3. 

Small sample 
size 

Powner DJ, Hartwell EA, Hoots WK. Counteracting the effects of anticoagulants and 
antiplatelet agents during neurosurgical emergencies.[see comment]. Neurosurgery. 
2005;57(5):823-31; discussion 823-31. 

Ineligible 
study design 

Prasad K. It is premature to use recombinant activated coagulation factor VIIa in 
intracerebral hemorrhage. Annals of Indian Academy of Neurology. 2007;10(1). 

Ineligible 
study design 

Pratt EL, Tarantino MD. The cost of bridging protocols for anticoagulation in children 
enduring surgery. Pediatric Research. 2002;51(4 Part 2):260A. 

Ineligible 
study design 

Presciutti M. Nursing priorities in caring for patients with intracerebral hemorrhage. 
Journal of Neuroscience Nursing;38(4 Suppl):296-9. 

Ineligible 
study design 

Prescott LM. Highlights of the American Stroke Association’s 29th International Stroke 
Conference. P&T. 2004;29(3):192-4. 

Small sample 
size 

Price G, Kaplan J, Skowronski G. Use of recombinant factor VIIa to treat life-threatening 
non-surgical bleeding in a post-partum patient. Br J Anaesth. 2004;93(2):298-300. 

Ineligible 
study design 

Proceedings of the 6th Novo Nordisk Symposium on Treatment of Bleeding and 
Thrombotic Disorders. Copenhagen, Denmark, May 3-4, 2001. Seminars in 
Hematology. 2001;38(4 Suppl 12):1-50. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Prondzinski MvD, Barthels M, Czwalinna A, Ganser A. Stability of recombinant factor 
VIIa concentrate (rFVIIa) and its suitability for continuous infusion. Annals of 
Hematology. 1999;78(SUPPL. 1):A46. 

Animal or in-
vitro study 

Prosper SC, Goudge CS, Lupo VR. Recombinant factor VIIa to successfully manage Ineligible 
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disseminated intravascular coagulation from amniotic fluid embolism. Obstet Gynecol. 
2007;109(2 Pt2):524-5. 

study design 

Puetz J, Darling G, Brabec P, Blatny J, Mathew P. The risk of thrombotic events in 
neonates treated with recombinant factor VIIa. Blood. 2007;110(11, Part 1):938A. 

Other: 
unpublished 
data 

Pugh R, Wenstone R, Goh N. Recombinant activated factor VIIa (rFVIIa) in intractable 
haemorrhage: use of a clinical scoring system.[comment][erratum appears in Vox Sang. 
2006 Jul;91(1):91 Note: Wenstore, R [corrected to Wenstone, R]]. Vox Sanguinis. 
2006;90(4):331; author reply 332. 

Ineligible 
study design 

Pugh R, Wenstone R. Predicting response to recombinant factor VIIa in non-
haemophiliac patients with severe haemorrhage.[comment]. British Journal of 
Anaesthesia. 2007;98(5):690; author reply 690-1. 

Ineligible 
study design 

Pugh RJ, Wenstone R, Martlew VJ, Marx G. Use of recombinant factor VIIa for major 
haemorrhage. Eur J Anaesthesiol. 2005;22(7):548-50. 

Small sample 
size 

Punzalan RC, Ghanayem NS, Gill JC, Jaquiss RDB, Montgomery RR, Gottschall JL. 
Off-label use of recombinant activated factor VII (rFVIIa) in children. Blood. 
2003;102(11):137b. 

Small sample 
size 

Pusateri AE, Park MS. Mechanistic implications for the use and monitoring of 
recombinant activated factor VII in trauma. Critical Care (London, England). 2005;9 
Suppl 5:S15-24. 

Ineligible 
study design 

Pychynska-Pokorska M, Moll JJ, Krajewski W, Jarosik P. The use of recombinant 
coagulation factor VIIa in uncontrolled postoperative bleeding in children undergoing 
cardiac surgery with cardiopulmonary bypass.[see comment]. Pediatric Critical Care 
Medicine. 2004;5(3):246-50. 

Small sample 
size 

Pyrsopoulos N, Chalasani N, Balart L, Erhardtsen E, Jeffers L. Recombinant factor VIIa 
is safe in patients with liver disease undergoing laparoscopic liver biopsy. Hepatology. 
2001;34(4 Pt. 2):187A. 

Duplicate 

Pyrsopoulos N, Chalasani N, Balart L, Erhardtsen E, Jeffers L. Recombinant factor VIIA 
safe in patients with liver disease undergoing laparoscopic liver biopsy [abstract]. 
Hepatology. 2001;34(4). 

Duplicate 

Quan DJ, Bass NM, Hirose R. The effect of recombinant factor VIIa and fresh frozen 
plasma on the INR in patients with acute and chronic liver failure. Hepatology. 
2003;38(4 Suppl. 1):550A. 

Ineligible 
study design 

Quan DJ, Chee N, Bass N. Low dose recombinant factor VIIa improves the INR in 
patients with liver failure. Pharmacotherapy. 2005;25(10):1449. 

No eligible 
outcomes 

Quillen K, Hirsch E, Bauza G. Efficacy of low-dose recombinant activated factor VII 
(rFVIIa) in massively transfused trauma patients with coagulopathy. Blood. 
2005;106(11, Part 1):279A. 

Small sample 
size 

Quinn TJ, Lees KR. European Stroke Conference, Glasgow, UK, May 29-June 1, 2007. 
Int J Stroke. 2007;2(4):297-8. 

Ineligible 
study design 

Raghavendran K, Pryhuber GS, Chess PR, Davidson BA, Knight PR, Notter RH. 
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International Normalized Ratio with recombinant activated factor VII in central nervous 
system bleeding during warfarin thromboprophylaxis: clinical and biochemical aspects. 
Blood Coagulation & Fibrinolysis. 2003;14(5):469-77. 

Small sample 
size 

Soudry E, Stein M. Prehospital management of uncontrolled bleeding in trauma 
patients: nearing the light at the end of the tunnel. Israel Medical Association Journal: 

Ineligible 
study design 
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Imaj. 2004;6(8):485-9. 
Sousa C, Pedroto I, Campos M, Pinho C. Spontaneous hematoma of the colon. 
Endoscopy. 2000;32(12):S74. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Spahr JE, Maul JS, Rodgers GM. Superwarfarin poisoning and review of: A report of 
two cases the literature. American Journal of Hematology. 2007;82(7):656-660. 

Ineligible 
study design 

Spalding GJ, Hartrumpf M, Sierig T, Oesberg N, Kirschke CG, Albes JM. Cost reduction 
of perioperative coagulation management in cardiac surgery: value of "bedside" 
thrombelastography (ROTEM). European Journal of Cardio-Thoracic Surgery. 
2007;31(6):1052-7. 

Ineligible 
study design 

Spalding GJ, Hartrumpf M, Sierig T, Oesberg N, Kirschke CG, Albes JM. Cost reduction 
of perioperative coagulation management in cardiac surgery: value of 'bedside' 
thrombelastography (ROTEM). European Journal of Cardio-Thoracic 
Surgery;31(6):1052-1057. 

Ineligible 
study design 

Special report: recombinant activated factor VII for uncontrolled bleeding in non-
hemophiliac patients. Technol Eval Cent Asses Program Exec Summ. 2006;21(10):1-2. 

Ineligible 
study design 

Spivey M, Parr MJA. Therapeutic approaches in trauma-induced coagulopathy. Minerva 
Anestesiologica. 2005;71(6):281-9. 

Ineligible 
study design 

Squizzato A, Ageno W. Recombinant activated factor VII as a general haemostatic 
agent: evidence-based efficacy and safety. Curr Drug Saf. 2007;2(2):155-61. 

Ineligible 
study design 

Stachnik JM, Gabay MP. Continuous infusion of coagulation factor products. Annals of 
Pharmacotherapy. 2002;36(5):882-91. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Stanworth S, Birchall J, Doree C, Hyde C. Recombinant factor VIIa for the prevention 
and treatment of bleeding in patients without haemophilia [Systematic Review]. 
Cochrane Database of Systematic Reviews. 2008(2). 

Ineligible 
study design 

Stanworth SJ, Birchall J, Doree CJ, Hyde C. Recombinant factor VIIa for the prevention 
and treatment of bleeding in patients without haemophilia. Cochrane Database Syst 
Rev. 2007(2):CD005011. 

Ineligible 
study design 

Stein DM, Dutton RP, O'Connor J, Alexander M, Scalea TM. Determinants of futility of 
administration of recombinant factor VIIa in trauma. J Trauma. 2005;59(3):609-15. Duplicate 

Stein DM, Dutton RP. Uses of recombinant factor VIIa in trauma. Curr Opin Crit Care. 
2004;10(6):520-8. 

Ineligible 
study design 

Stein SC, Smith DH. Coagulopathy in traumatic brain injury. Neurocritical Care. 
2004;1(4):479-88. 

Ineligible 
study design 

Steiner ME, Key NS, Levy JH. Activated recombinant factor VII in cardiac surgery. 
Current Opinion in Anaesthesiology. 2005;18(1):89-92. 

Ineligible 
study design 

Steiner T, Diener HC, Unterberg A, Hacke W. Spontaneous intracerebral haemorrhages 
- What is new? Aktuelle Neurologie. 2006;33(5):251-256. 

Ineligible 
study design 

Steiner T, Diringer MN, Schneider D, et al. Dynamics of intraventricular hemorrhage in 
patients with spontaneous intracerebral hemorrhage: risk factors, clinical impact, and 
effect of hemostatic therapy with recombinant activated factor VII. Neurosurgery. 
2006;59(4):767-73; discussion 773-4. 

Duplicate 

Steiner T, Juettler E, Ringleb P. Acute stroke therapy. Current developments. 
Nervenarzt. 2007;78(10):1147-1154. 

Foreign 
language 

Steiner T, Mayer S, Brun N. Safety and preliminary efficacy of activated recombinant 
factor VII (novoseven) in acute intracerebral haemorrhage. Cerebrovascular Diseases. Duplicate 
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2003;16(Suppl 4). 
Steiner T, Rosand J, Diringer M. Intracerebral hemorrhage associated with oral 
anticoagulant therapy: current practices and unresolved questions. Stroke. 
2006;37(1):256-62. 

Ineligible 
study design 

Steiner T, Schneider D, Mayer S, et al. Impact of intraventricular haemorrhage on 
outcomes after recombinant activated Factor VII treatment in patients with acute 
intracerebral haemorrhage. Cerebrovascular Diseases. Vol. 2005;19(Suppl 2). 

Duplicate 

Steiner T, Schneider D, Mayer SA, et al. Impact of intraventricular haemorrhage on 
outcomes following recombinant activated factor VII treatment in patients with acute 
intracerebral haemorrahge. Journal of the Neurological Sciences. Vol. 2005;238(Suppl 
1). 

Duplicate 

Stepinska J, Banaszewski M, Konopka A, Szajewski T. Activated recombinant factor VII 
(rFVIIa) in bleeding management after therapy with IIb/IIIa-inhibitor tirofiban. 
Thrombosis and Haemostasis. 2002;87(2):355-356. 

Ineligible 
study design 

Sternbach M, Dragomir A, Crowther MA, Holbrook A. Unexpected harmful side effects 
triggered by immune modulation. Blood. 2006;108(11, Part 2):80B. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Stocker CF, Shekerdemian LS. Recent developments in the perioperative management 
of the paediatric cardiac patient. Current Opinion in Anaesthesiology. 2006;19(4):375-
81. 

Ineligible 
study design 

Stratmann G, deSilva AM, Tseng EE, et al. Reversal of direct thrombin inhibition after 
cardiopulmonary bypass in a patient with heparin-induced thrombocytopenia. 
Anesthesia & Analgesia. 2004;98(6):1635-1639. 

Small sample 
size 

Stratmann G, Russell IA, Merrick SH. Use of recombinant factor VIIa as a rescue 
treatment for intractable bleeding following repeat aortic arch repair. Annals of Thoracic 
Surgery. 2003;76(6):2094-7. 

Small sample 
size 

Strauss RA, Gloster ES. Off-Label Use of Recombinant Activated Factor VII (rFVIIa) for 
Enucleation Following Eye Trauma. Blood. 2002;100(11):Abstract No. 3910. 

Small sample 
size 

Streif W, Borum Andreasen R, Paes B, et al. Influence of activated factor VII 
concentrates on thrombin generation in full-term and preterm neonates. Blood Coagul 
Fibrinolysis. 2000;11 Suppl 1:S133-4. 

Animal or in-
vitro study 

Stromqvist BN. The use of recombinant factor VIIa for severe intractable bleeding 
during spine surgery - Point of view. Spine. 2004;29(12):1388. 

Ineligible 
study design 

Subramaniam S, Demchuk A, Watson TWJ, Hill MD. Unexpected post hemorrhagic 
hydrocephalus in patients treated with recombinant activated factor VII (rFVIIa): A cause 
for concern? Neurology. 2006;66(5, Suppl. 2):303. 

Small sample 
size 

Subramaniam S, Demchuk AM, Watson T, Barber PA, Hill MD. Unexpected 
posthemorrhagic hydrocephalus in patients treated with rFVIIa.[see comment]. 
Neurology. 2006;67(6):1096. 

Small sample 
size 

Sugg RM, Gonzales NR, Matherne DE, et al. Myocardial injury in patients with 
intracerebral hemorrhage treated with recombinant factor VIIa. Neurology. 
2006;67(6):1053-5. 

Duplicate 

Sugg RM, Gonzales NR, Matherne DE, et al. Myocardial injury in patients with 
intracerebral hemorrhage treated with recombinant factor VIIa.[see comment]. 
Neurology. 2006;67(6):1053-5. 

Duplicate 

Sumann G, Kampfl A, Wenzel V, Schobersberger W. Early intensive care unit 
intervention for trauma care: what alters the outcome? Current Opinion in Critical Care. 
2002;8(6):587-92. 

Ineligible 
study design 

Surbek D, Huber A, Alberio L, Meyer-Wittkopf M, Raio L. The role of recombinant factor 
VIIa in the treatment of severe post partum hemorrhage: Can fertility be preserved? 
American Journal of Obstetrics and Gynecology. 2006;195(6, Suppl. S):S92. 

Ineligible 
study design 
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Surudo T, Wojcicki M, Milkiewicz P, et al. Rapid correction of prothrombin time after 
low-dose recombinant factor VIIA in patients undergoing orthotopic liver transplantation. 
Transplant Proc. 2003;35(6):2323-5. 

Small sample 
size 

Sutherland GR, Auer RN. Primary intracerebral hemorrhage. Journal of Clinical 
Neuroscience. 2006;13(5):511-7. 

Ineligible 
study design 

Svartholm E, Annerhagen V, Lanne T. Treatment of bleeding in severe necrotizing 
pancreatitis with recombinant factor VIIa. Anesthesiology. 2002;96(6):1528. 

Ineligible 
study design 

Sykora M, Diedler J, Steiner T. Repetitive asystole in right insular haemorrhage. J 
Neurol Neurosurg Psychiatry. 2007;78(11):1282-3. 

Small sample 
size 

Szabo T, Ali S, Camporesi EM. Intraoperative recombinant activated factor VII for 
emergent epidural hematoma evacuation. Anesthesia & Analgesia;99(2):595-7. 

Small sample 
size 

Takabe K, Holman PR, Herbst KD, Glass CA, Bouvet M. Successful perioperative 
management of factor X deficiency associated with primary amyloidosis. J Gastrointest 
Surg. 2004;8(3):358-62. 

Other 
populations 
with 
congenital or 
chronic 
acquired 
bleeding or 
clotting 
disorders (eg, 
Glanzmann’s) 

Taketomi T, Szlam F, Levy JH, et al. Warfarin reversal with prothrombin complex 
concentrate confers better antifibrinolytic activity compared with recombinant activated 
factor VII. Blood Coagulation & Fibrinolysis. 2008;19(1):106-8. 

Animal or in-
vitro study 

Taketomi T, Szlam F, Levy JH, Tanaka KA. Warfarin reversal with prothrombin complex 
concentrate confers better antifibrinolytic activity compared with recombinant activated 
factor VII. Blood Coagulation & Fibrinolysis. 2008;19(1):106-8. 

Animal or in-
vitro study 

Talkad A, Mathews M, Honings D, Jahnel J, Wang D. Reversal of warfarin-induced 
anticoagulation with factor VIIa prior to rt-PA in acute stroke. Neurology. 
2005;64(8):1480-1. 

Ineligible 
study design 

Tanaka KA, Waly AA, Cooper WA, Levy JH. Treatment of excessive bleeding in 
Jehovah's Witness patients after cardiac surgery with recombinant factor VIIa 
(NovoSeven). Anesthesiology. 2003;98(6):1513-5. 

Small sample 
size 

Tancabelic J, Haun SE. Management of coagulopathy with recombinant factor VIIa in a 
neonate with echovirus type 7. Pediatr Blood Cancer. 2004;43(2):170-6. 

Ineligible 
study design 

Tanchev S, Platikanov V, Karadimov D. Administration of recombinant factor VIIa for the 
management of massive bleeding due to uterine atonia in the post-placental period. 
Acta Obstet Gynecol Scand. 2005;84(4):402-3. 

Ineligible 
study design 

Tanos M, Dunning J. Is recombinant activated factor VII useful for intractable bleeding 
after cardiac surgery? Interactive Cardiovascular & Thoracic Surgery. 2006;5(4):493-8. 

Ineligible 
study design 

Tawfick WA, Tawfik S, Hynes N, Mahendran B, Sultan S. Critical bleeding in vascular 
surgery: expanding the indication of recombinant activated factor VII. Vascular. 
2006;14(1):32-7. 

Ineligible 
study design 

Teitel J, Poon MC. The safety of recombinant factor VIIa: a rebuttal.[comment]. Journal 
of Thrombosis & Haemostasis. 2004;2(11):2078; author reply 2079. 

Ineligible 
study design 

Teitel JM. Unexpected bleeding disorders: Algorithm for approach to therapy. Clinical & 
Laboratory Haematology. 2000;22 Suppl 1:26-9; discussion 30-2. 

Ineligible 
study design 

Thabut D, de Franchis R, Bendtsen F, et al. Efficacy of activated recombinant factor VII 
(RFVIIA; NOVOSEVEN) in cirrhotic patients with upper gastrointestinal bleeding: A 
randomised placebo-controlled double-blind multicenter trial [abstract]. Journal of 
Hepatology. 2003;38(Suppl 2). 

Duplicate 

Thakar MS, Liedel JL, Rubin CM, Brown M, Bacha EA, Kahana MD. FVIIa for peri-
operative bleeding in the PICU and NICU. Pediatric Research. 2004;55(4, Suppl. S, 
Part 2):307A-308A. 

Data 
combined for 
multiple 
conditions 
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Thomas GO, Dutton RP, Hemlock B, et al. Thromboembolic complications associated 
with factor VIIa administration. J Trauma. 2007;62(3):564-9. Duplicate 

Thompson AR. When all else fails to stop massive bleeding from trauma.[comment]. 
Journal of Thrombosis & Haemostasis. 2005;3(4):638-9. 

Ineligible 
study design 

Thompson KM, Gerlach SY, Jorn HKS, Larson JM, Brott TG, Files JA. Advances in the 
care of patients with intracerebral hemorrhage. Mayo Clinic Proceedings. 
2007;82(8):987-90. 

Ineligible 
study design 

Thompson RC. Intracerebral hemorrhage: the least treatable form of stroke.[comment]. 
Southern Medical Journal. 2005;98(8):760. 

Ineligible 
study design 

Tien H, Nascimento B, Jr., Callum J, Rizoli S. An approach to transfusion and 
hemorrhage in trauma: current perspectives on restrictive transfusion strategies. 
Canadian Journal of Surgery. 2007;50(3):202-9. 

Ineligible 
study design 

Tien HC, Gough MR, Farrell R, Macdonald J. Successful use of recombinant activated 
coagulation factor VII in a patient with massive hemoptysis from a penetrating thoracic 
injury. Ann Thorac Surg. 2007;84(4):1373-4. 

Small sample 
size 

Tieu BH, Holcomb JB, Schreiber MA. Coagulopathy: its pathophysiology and treatment 
in the injured patient. World Journal of Surgery. 2007;31(5):1055-64. 

Ineligible 
study design 

Tinmouth AT, McIntyre LA, Fowler RA, Tinmouth AT, McIntyre LA, Fowler RA. Blood 
conservation strategies to reduce the need for red blood cell transfusion in critically ill 
patients. CMAJ Canadian Medical Association Journal. 2008;178(1):49-57. 

Ineligible 
study design 

Tinmouth AT, McIntyre LA, Fowler RA. Blood conservation strategies to reduce the 
need for red blood cell transfusion in critically ill patients. CMAJ Canadian Medical 
Association Journal. 2008;178(1):49-57. 

Ineligible 
study design 

Tobias JD, Berkenbosch JW, Muruve NA, Schmaltz RA. Correction of a coagulopathy 
using recombinant factor VII before removal of an intra-aortic balloon pump. J 
Cardiothorac Vasc Anesth. 2002;16(5):612-4. 

Ineligible 
study design 

Tobias JD, Berkenbosch JW, Russo P. Recombinant factor VIIa to treat bleeding after 
cardiac surgery in an infant. Pediatr Crit Care Med. 2003;4(1):49-51. 

Small sample 
size 

Tobias JD, Berkenbosch JW. Synthetic factor VIIa concentrate to treat coagulopathy 
and gastrointestinal bleeding in an infant with end-stage liver disease. Clin Pediatr 
(Phila). 2002;41(8):613-6. 

Ineligible 
study design 

Tobias JD, Groeper K, Berkenbosch JW. Preliminary experience with the use of 
recombinant factor VIIa to treat coagulation disturbances in pediatric patients. South 
Med J. 2003;96(1):12-6. 

Small sample 
size 

Tobias JD. Synthetic factor VIIa to treat dilutional coagulopathy during posterior spinal 
fusion in two children. Anesthesiology. 2002;96(6):1522-5. 

Ineligible 
study design 

Toffolon EP. Correcting PT with factor 7 may not improve clotting. Gastroenterology. 
1998;115(3):800. 

Ineligible 
study design 

Tofil NM, Winkler MK, Watts RG, Noonan J. The use of recombinant factor VIIa in a 
patient with Noonan syndrome and life-threatening bleeding.[see comment]. Pediatric 
Critical Care Medicine. 2005;6(3):352-4. 

Other 
populations 
with 
congenital or 
chronic 
acquired 
bleeding or 
clotting 
disorders (eg, 
Glanzmann’s) 

Tong MZ, Chin-Yee I, Eckert K, Kiaii B, Quantz M, Novick RJ. Efficacy and questionable 
safety of recombinant activated factor VII in intractable bleeding following cardiac 
surgery. Canadian Journal of Cardiology. 2007;23(Suppl. C):291C. 

Other: 
unpublished 
data 

Towfighi A, Greenberg SM, Rosand J. Treatment and prevention of primary 
intracerebral hemorrhage. Seminars in Neurology. 2005;25(4):445-52. 

Ineligible 
study design 

Tran KM, Flake AW, Kalawadia NV, Maxwell LG, Rehman MA. Emergent excision of a 
prenatally diagnosed sacrococcygeal teratoma. Paediatr Anaesth. 2008;18(5):431-4. 

Ineligible 
study design 
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Traynor K. Budget-busting drug gets institutional oversight. American Journal of Health-
System Pharmacy;61(9):866. 

Ineligible 
study design 

Trowbridge CC, Stammers AH, Ciccarelli N, Klayman M. Dose titration of recombinant 
factor VIIa using thromboelastograph monitoring in a child with hemophilia and high titer 
inhibitors to factor VIII: a case report and brief review. Journal of Extra-Corporeal 
Technology. 2006;38(3):254-9. 

Patients who 
have 
hemophilia A 
or B or factor 
VII deficiency 
(congenital or 
acquired) 

Tsochatzis E, Papatheodoridis GV, Elefsiniotis I, et al. Prophylactic and therapeutic use 
of recombinant activated factor VII in patients with cirrhosis and coagulation impairment. 
Dig Liver Dis. 2007;39(5):490-4. 

Ineligible 
study design 

Tuhrim S. Intracerebral hemorrhage--improving outcome by reducing 
volume?[comment]. New England Journal of Medicine. 2008;358(20):2174-6. 

Ineligible 
study design 

Ucar C, Caliskan U. Successful treatment of acute lymphoblastic leukemia with L-
asparaginase-induced intracranial hemorrhage to activated recombinant factor VIIa in a 
child. Pediatric Hematology & Oncology. 2006;23(4):339-45. 

Small sample 
size 

Udvardy M, Telek B, Mezey G, Batar P, Altorjay I. Successful control of massive 
coumarol-induced acute upper gastrointestinal bleeding and correction of prothrombin 
time by recombinant active factor VII (Eptacog-alpha, NovoSeven) in a patient with a 
prosthetic aortic valve and two malignancies (chronic lymphoid leukaemia and lung 
cancer). Blood Coagulation & Fibrinolysis. 2004;15(3):265-267. 

Ineligible 
study design 

Udy A, Vaghela M, Lawton G, Sigston P. The use of recombinant activated factor VII in 
the control of haemorrhage following blunt pelvic trauma.[see comment]. Anaesthesia. 
2005;60(6):613-6. 

Small sample 
size 

Uhlmann EJ, Eby CS. Recombinant activated factor VII for non-hemophiliac bleeding 
patients. Curr Opin Hematol. 2004;11(3):198-204. 

Ineligible 
study design 

Uhrig L, Blanot S, Baugnon T, Orliaguet G, Carli PA, Meyer PG. Use of recombinant 
activated factor VII in intractable bleeding during pediatric neurosurgical procedures. 
Pediatr Crit Care Med. 2007;8(6):576-9. 

Small sample 
size 

Vaishnav A. International Stroke Conference 2006 16-18 February 2006, Kissimmee, 
Florida, CA USA. Expert Rev Neurother. 2006;6(5):629-30. 

Ineligible 
study design 

Valadka AB, Robertson CS. Surgery of cerebral trauma and associated critical care. 
Neurosurgery (Hagerstown). 2007;61(1, Suppl. S):203-220. 

Ineligible 
study design 

van de Garde EM, Bras LJ, Heijmen RH, et al. Low-dose recombinant factor VIIa in the 
management of uncontrolled postoperative hemorrhage in cardiac surgery patients. J 
Cardiothorac Vasc Anesth. 2006;20(4):573-5. 

Small sample 
size 

van de Minkelis JL, Steenvoorde P, Baranski AG. Liver rupture in a patient with HELLP 
syndrome successfully treated with extensive surgery combined with recombinant factor 
VIIa. Acta Chir Belg. 2006;106(5):602-4. 

Ineligible 
study design 

Van De Velde M. Massive obstetric hemorrhage due to abnormal placentation: 
uterotonic drugs, cell salvage and activated recombinant factor seven. Acta 
Anaesthesiologica Belgica. 2008;59(3):197-200. 

Unable to 
obtain 
publication 

Van de Velde M. Recombinant factor VIIa should be used in massive obstetric 
haemorrhage. Int J Obstet Anesth. 2007;16(4):357-9. 

Ineligible 
study design 

van der Linden J. Novel antithrombotic agents and the risk of bleeding. Transfusion. 
2008;48(1 Suppl):47S-50S. 

Ineligible 
study design 

Van Der Schueren B, Hammer F, Verschuren F, Hantson P, Deneys V, Hermans C. 
Angiographic documentation of the efficacy of recombinant activated factor VII 
(NovoSeven) to control diffuse bleeding in major trauma. Thromb Haemost. 
2005;94(6):1327-8. 

Small sample 
size 

van 't Veer C, Mann KG. The regulation of the factor VII-dependent coagulation 
pathway: Rationale for the effectiveness of recombinant factor VIIa in refractory 
bleeding disorders. Seminars in Thrombosis and Hemostasis. 2000;26(4):367-372. 

Animal or in-
vitro study 

Van Thiel DH, Anantharaju A, Mindikoglu AL, et al. Modulation of endothelial cell In vivo in 
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inflammatory integrins and stress markers with rh-factor VIIa in patients with advanced 
chronic hepatitis C. J Viral Hepat. 2003;10(4):310-7. 

humans, but 
rFVIIa is NOT 
used as a 
therapy or for 
clinically 
relevant 
outcomes 

Van Thiel DH, Farr DE, Mindikoglu AL, Todo A, George MM. Recombinant human 
factor VIIa-induced alterations in tissue factor and thrombomodulin in patients with 
advanced liver cirrhosis. Journal of Gastroenterology & Hepatology. 2005;20(6):882-9. 

No eligible 
outcomes 

Van Thiel DH, George M, Anantharaju A, Mindikoglu AL, Leonee N, Chamanchi ME. 
Acute consumption of plasma tissue factor and thrombomodulin with the administration 
of recombinant human factor VIIa to individuals with advanced liver disease. 
Gastroenterology. 2002;122(4 Suppl. 1):A.655. 

Ineligible 
study design 

van Veen EJW, Monteban-Kooistra WE, Meertens JHJM, Ligtenberg JJM, Tulleken JE, 
Zijlstra JG. Recombinant human activated factor VII in postpartum hemorrhagic shock: 
the dark side. Intensive Care Medicine. 2008;34(1):211-2. 

Ineligible 
study design 

Vanek T, Straka Z, Hrabak J, Jares M, Brucek PJ, Votava J. Use of recombinant 
activated factor VII in cardiac surgery for an effective treatment of severe intractable 
bleeding. Jpn Heart J. 2004;45(5):855-60. 

Small sample 
size 

Vater Y, Levy A, Martay K, Hunter C, Weinbroum AA. Adjuvant drugs for end-stage liver 
failure and transplantation. Medical Science Monitor. 2004;10(4):RA77-88. 

Ineligible 
study design 

Veldman A, Hoffman M, Ehrenforth S. New insights into the coagulation system and 
implications for new therapeutic options with recombinant factor VIIa. Curr Med Chem. 
2003;10(10):797-811. 

Ineligible 
study design 

Veldman A, Josef J, Fischer D, Volk WR. A prospective pilot study of prophylactic 
treatment of preterm neonates with recombinant activated factor VII during the first 72 
hours of life. Pediatr Crit Care Med. 2006;7(1):34-9. 

Small sample 
size 

Veldman A, Neuhaeuser C, Akintuerk H, et al. rFVIIa in the treatment of persistent 
hemorrhage in pediatric patients on ECMO following surgery for congenital heart 
disease. Paediatr Anaesth. 2007;17(12):1176-81. 

Small sample 
size 

Velik-Salchner C, Sergi C, Fries D, Moser P, Streif W, Kolbitsch C. Use of recombinant 
factor VIIa (Novoseven) in combination with other coagulation products led to a 
thrombotic occlusion of the truncus brachiocephalicus in a neonate supported by 
extracorporal membrane oxygenation. Anesth Analg. 2005;101(3):924. 

Small sample 
size 

Verre M, Bossio F, Mammone A, Piccirillo M, Tancioni F, Varano M. Use of recombinant 
activated factor VII in a case of severe postpartum haemorrhage. Minerva Ginecol. 
2006;58(1):81-4. 

Ineligible 
study design 

Verrijckt A, Proulx F, Morneau S, Vobecky S. Activated recombinant factor VII for 
refractory bleeding during extracorporeal membrane oxygenation. J Thorac Cardiovasc 
Surg. 2004;127(6):1812-3. 

Small sample 
size 

Veshchev I, Elran H, Salame K. Recombinant coagulation factor VIIa for rapid 
preoperative correction of warfarin-related coagulopathy in patients with acute subdural 
hematoma. Med Sci Monit. 2002;8(12):CS98-100. 

Small sample 
size 

Vick LR, Islam S. Recombinant factor VIIa as an adjunct in nonoperative management 
of solid organ injuries in children. J Pediatr Surg. 2008;43(1):195-8; discussion 198-9. 

Small sample 
size 

Vidarsson B, Onundarson PT. Recombinant factor VIIa for bleeding in refractory 
thrombocytopenia. Thromb Haemost. 2000;83(4):634-5. 

Ineligible 
study design 

Vidarsson B, Onundarson PT. Successful use of recombinant factor VIIa in a bleeding 
patient with refractory thrombocytopenia undergoing chemotherapy for acute leukemia. 
Blood. 1999;94(10 SUPPL. 1 PART 2):239b. 

Ineligible 
study design 

Viles-Gonzalez JF, Gaztanaga J, Zafar UM, Fuster V, Badimon JJ. Clinical and 
experimental experience with factor Xa inhibitors. American Journal of Cardiovascular 
Drugs. 2004;4(6):379-84. 

Not on rFVIIa 

Vilstrup H, Markiewicz M, Biesma D, et al. Recombinant activated factor VII in an Ineligible 
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unselected series of cases with upper gastrointestinal bleeding. Thrombosis Research. 
2006;118(5):595-601. 

study design 

Vincent JL, Rossaint R, Riou B, Ozier Y, Zideman D, Spahn DR. Recommendations on 
the use of recombinant activated factor VII as an adjunctive treatment for massive 
bleeding. A European perspective. Annales Francaises d'Anesthesie et de Reanimation. 
2007;26(2):145-156. 

Ineligible 
study design 

Vincent J-L, Rossaint R, Riou B, Ozier Y, Zideman D, Spahn DR. Recommendations on 
the use of recombinant activated factor VII as an adjunctive treatment for massive 
bleeding--a European perspective. Critical Care (London, England). 2006;10(4):R120. 

Ineligible 
study design 
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Appendix C. Additional Analyses, Tables, and Figures 
 
Appendix Table 1.  Diagnostic hiearchy and ICD-9-CM diagnsosis and procedure codes 
 

Rank in 
Hierarchy 

Description ICD-9-CM Codes (PR for procedure codes) 
Coding based on the presence of any eligible code within a hospitalization 

1 Hemophilia A and B 286.0, 286.1 
2 Hemophilia-related off-label 286.2, 286.3, 286.4, 286.5, 287.1, 287.3, 287.9 
3 Trauma at the brain 852, 853 
4 Trauma at the body All E-codes except E85, E87, E92, E93, E94; PR 81-90, 92-95, 98  
5 Intracranial hemorrhage 430, 431, 432 
6 Brain surgery PR 1 
7 Pediatric cardiac surgery PR 35, 36, 37 (except 37.2) and age <18 
8 Adult cardica surgery PR 35, 36, 37 (except 37.2) and age ≥18 
9 Obstetrics 72, 73, 74, 75; PR 63, 64, 65, 66, 67 (except 67.8)  

10 Neonatal conditions V3, 76, 77 (except for 76.0, 76.1, 76.2, 76.3) and age < 1 year 
11 Aortic aneurysm 441 
12 Prostatectomy PR 60 
13 Other vascular PR 39 (except 39.94, 39.95, 39.96) 
14 Liver transplantation PR 50.5 
15 Liver biopsy  PR 50.1, 50.2 
16 Esophageal varices 456.0, 456.1, 456.2 
17 Other liver disease 571, 572 
18 Other gastrointestinal bleed 530.4, 531-535, 537, 557, 562, 569, 578 

19 Other secondary hematological 
conditions 

287 (except 287.1, 287.3, 287.9), 446.6, 283.1, 286.6, 286.7, 286.9, 964.2, 
V58.61, V58.63, E585.2, E934.2 

20 Pulmonary 786.3, 770.3; PR 32, 33, 34 
21 Cancer 140-230 
22 Other surgical procedures PR ≤ 87 (except 39.8) 
23 Other, without procedures All remaining codes 
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Appendix Table 2. Characteristics of included studies: sample sizes, patient age, rFVIIa dose and outcomes 
Study Design Number of 

Studies 
Total 

Number 
of rFVIIa 
Patients 

rFVIIa 
Sample 

Size 
Range 

rFVIIa 
Mean Age 

Range 

rFVIIa 
Mean Dose 

Range, 
ug/kg 

Important Outcomes 
Evaluated 

      Direct Indirect 
KQ2-4 Indications        
Intracranial hemorrhage 
RCT 4 944 36 - 573 51 - 72 5 - 160 Mortality, TE events, 

Functional outcome 
Change in hematoma volume 

Comparative 
observational 

3 64 5 - 46 60 - 71 40 - 80 Mortality, TE events, 
Functional outcome 

Change in hematoma volume 

Non-comparative 1 15 15 68 60 Mortality, TE events, 
Functional outcome 

Change in hematoma volume 

Trauma at the body 
RCT 1 139 139 29 - 33 400 Mortality, TE events, 

ARDS 
Transfusion requirements, 
Hospital/ICU length of stay 

Comparative 
observational 

4 223 29 - 81 37 - 41 50 - 120 Mortality, TE events, 
ARDS 

Transfusion requirements, 
Hospital/ICU length of stay 

Non-comparative 3 189 36 - 108 20 - 38 74 - 140 Mortality, TE events Transfusion requirements 
Trauma at the brain 
RCT 1 61 61 52 40 - 200 Mortality, TE events Change in hematoma volume 
Comparative 
observational 

2 60 29 - 31 40 NR Mortality, TE events Time to neurosurgery, Hospital/ICU 
length of stay 

Non-comparative 1 15 15 61 59 - - 
Liver transplantation 
RCT 3 195 10 - 121 49 - 53 20 - 360 Mortality, TE events Transfusion requirements, Blood 

loss, Hospital/ICU length of stay, 
Operating time 

Comparative 
observational 

4 51 6 - 28 13 - 48 20 - 80 Mortality, TE events Transfusion requirements, Blood 
loss, Hospital/ICU length of stay, 
Operating time 

Non-comparative 0 - - - - - - 
Adult cardiac surgery 
RCT 1 10 10 70 90 Mortality, TE events Transfusion requirements, Blood 

loss, Hospital/ICU length of stay 
Comparative 
observational 

6 189 15 - 51 56 - 70 17 - 100 Mortality, TE events Transfusion requirements, Blood 
loss, Hospital/ICU length of stay, 
Need for surgical re-exploration 
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Non-comparative 8 947 16 - 503 53 - 68 62 - 103 Mortality, TE events Transfusion requirements, Blood 
loss, Need for surgical re-exploration 

Pediatric cardiac surgery 
RCT 1 40 40 0.33 63 TE events Transfusion requirements, Blood 

loss, Time to chest closure 
Comparative 
observational 

2 33 9 - 24 0.03 - 9 43 - 90 TE events Transfusion requirements, Blood 
loss, Need for surgical re-exploration 

Non-comparative 0 - - - - - - 
Prostatectomy        
RCT 1 24 24 61 - 64 20 - 40 Mortality, TE events Transfusion requirements, Blood 

loss, Hospital/ICU length of stay, 
Operating time 

Comparative 
observational 

0 - - - - - - 

Non-comparative 0 - - - - - - 
KQ1 Indications:        
Other liver disease        
RCT 4* 517 71 - 170 46 - 55 5 - 800 Mortality, TE events Transfusion requirements, Blood 

loss, Efficacy of bleeding control 
Comparative 
observational 

1 7 7 34 40 - 80 Mortality Transfusion requirements, Efficacy 
of bleeding control, Ability to place 
ICP transducer 

Obstetrics/gynecology        
RCT 0 - - - - - - 
Comparative 
observational 

3 50 6 - 26 29 - 34 70 - 100 Mortality, TE events Transfusion requirements, Blood loss 

Hematology/oncology        
RCT 2 93 16 - 77 9 - 23 100 - 1120 Mortality, TE events Transfusion requirements, Efficacy 

of bleeding control 
Comparative 
observational 

1 24 24 NR NR Mortality, TE events Requirement for positive pressure 
ventilation, Hospital/ICU length of 
stay 

Other surgery        
RCT 4 191 9 - 122 44 - 56 20 - 360 Mortality, TE events Transfusion requirements, Blood 

loss, Operating time, Hospital/ICU 
length of stay 

Comparative 
observational 

2 55 26 -29 17 - 60 23 Mortality, TE events, 
Functional outcome 

Transfusion requirements, Blood loss 

Total        
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RCT 22 2310 9 - 573 0.33 - 72 5 - 1120   
Comparative 
observational 

28 756 5 - 81 0.03 - 71 17 - 120   

Non-comparative 13 1166 15 - 503 20 - 68 59 - 140   
RCT=randomized controlled trial; TE=thromboembolic; ICU=intensive care unit
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Appendix Table 3. Mortality and Thromboembolic Events in Studies Included in Harms 
Analyses 
 

Article Study Design Sample 
Size 

Mean Age 
(SD) 

[Range] 

Mean Dose 
(ug/kg) 

(SD) 
[Range] 

Mortality TE 
Rate 

ICH       

Mayer 2005a21 
(3 arms) 

RCT 

108 67 (12) 40 0.18 0.06 

92 65 (12) 80 0.18 0.04 

103 64 (13) 160 0.19 0.10 

Mayer 2005b73 
(6 arms) 

RCT 

6 51 (9) 10 0 0 

6 68 (22) 20 0 0.33 

6 68 (16) 40 0.17 0.33 

6 58 (11) 80 0 0 

6 64 (14) 120 0.17 0 

6 53 (12) 160 0.17 0 

Mayer 200875 
(2 arms) 

RCT 
276 65 (14) 20 0.18 0.09 

297 65 (13) 80 0.21 0.12 

Mayer 200674 
(4 arms) 

RCT 

8 72 (10) 5 0.25 0 

8 60 (15) 20 0.25 0.25 

8 64 (13) 40 0.38 0.13 

8 62 (12) 80 0 0 

Hallevi 200878 Comparative 
Observational 46 59.6 

[38-87] 
80U 

[40-80] 0.13 0.15 

Brody 200577 Comparative 
Observational 12 71 (13.1) NR 0.42 0.17 

Pickard 200076 Comparative 
Observational 5 NR 80 NR 0.20 

Sutherland 200879 Non-Comparative 
Observational 15 68.0U 

[25 -81] 
60U 

[40-92] 0.13 0 

Trauma at the Body       

Boffard 200580 
(blunt arm) RCT 69 33 (13) 400 0.25 0.03 

Boffard 200580 
(penetrating arm) RCT 70 29 (10) 400 0.24 0.06 

 
Rizoli 200681a 

 

Comparative 
Observational 38 36.8 

[30.6-43.1] NR 0.50 NR 
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Article Study Design Sample 
Size 

Mean Age 
(SD) 

[Range] 

Mean Dose 
(ug/kg) 

(SD) 
[Range] 

Mortality TE 
Rate 

Nascimento 2008150a Comparative 
Observational 72 NR NR NR 0.10 

Harrison 200584 Comparative 
Observational 29 40.9 (20.8) 60 

[40-80] 0.41 0.07 

Dutton 200483b Comparative 
Observational 81 40.8 (21) 97.8 0.58 NR 

Cameron 200785 Non-Comparative 
Observational 108 38.0U 

[11-91] 
90U 

[78-105]I 0.42 0.03 

Felfernig 200786 Non-Comparative 
Observational 45 30.5 

[5-81] 73.6 (27) 0.24 NR 

Thomas 2007192b Non-Comparative 
Observational 242 44.0 (21) 68& (45) NR 0.11 

Martinowitz 200587 Non-Comparative 
Observational 36 19.5 

[14-65] 
140U 

[70-540] 0.39 NR 

Perkins 2007151c Non-Comparative 
Observational 53 23.1 109& 0.34 0.02 

Trauma at the Brain       

Narayan 200888 
(5 arms) 

 
 

RCT 
 
 

12 51.5 (21.5)^ 40 0 0.17 

11 

 
29.9 (25.3) 

80 0 0.18 

14 120 0.07 0.21 

12 160 0.17 0 

12 200 0.33 0.17 

Stein 200889b Comparative 
Observational 29 [8-140] 0.35 0.21 

Bartal 200791 Non-Comparative 
Observationl 15 61.0 (11) 59& 

[40-90] 0.07 0 

Liver 
Transplantation       

 
Pugliese 200794 RCT 10 NR 40 NR 0 

Lodge 200592 
(2 arms) 

 
 

RCT 
63 53.3 (11.2) 180 0.02# 0.19 

58 52.6 (9.2) 360 0.03# 0.12 

Planinsic 200693 
(3 arms) 

 
 

RCT 

18 49.4 (13.4) 20 0.06# 0.11* 

24 49.7 (10.1) 40 0.08# 0.04* 

22 51.9 (8.8) 80 0.05# 0.09* 

Hendriks 200195 Comparative 
Observational 6 43U 

[37-61] 80 0 0.17 

Kalicinski 200597 Comparative 
Observational 28 13.2 (4.2) 51.5 

[30-100] 0.07 0 

Niemann 200698 Comparative 
Observational 11 48 (15) 58 (18) 0 0 
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Article Study Design Sample 
Size 

Mean Age 
(SD) 

[Range] 

Mean Dose 
(ug/kg) 

(SD) 
[Range] 

Mortality TE 
Rate 

De Gasperi 200596 Comparative 
Observational 6 45 (4) 30& 

[20-40] 0 NR 

Adult Cardiac 
Surgery       

Diprose 200599 RCT 9 63U 
[59-66]I 90 0 0.22 

Unpublished RCT178 
(2 arms) 

 

RCT 
 

35 63.6^ 40 0.11 0.09 

68 63.6^ 80 0.09 0.06 

Romagnoli 2006103 Comparative 
Observational 15 66.3 (12.7) 17U 

[15-18.4]I 0 0.13 

Gelsomino 2008101 Comparative 
Observational 40 70.1 (9.2) 18U 

[9-16]I 0.05 0.05 

von Heymann 2005104 Comparative 
Observational 26 63.5 (12.87) 89.3& 0.38 0 

Bowman 2008105 Comparative 
Observational 36 58 100& 0.08 0.11 

Tritapepe 2007102 Non-Comparative 
Observational 23 62.4 (9.4) 82& 0.13 0.09 

Karkouti 2006179d Non-Comparative 
Observational 114 59.0 (17) 56 (25) 0.16 0.20 

Dunkley 2008113 Non-Comparative 
Observational 293 63.0 (15) 92.3U 

[82-103]I 0.17 0.14 

Filsoufi 2006106 Non-Comparative 
Observational 17 65.0 (18) 103.1 (30.2) 0.29 NR 

Gandhi 2007107 Non-Comparative 
Observational 17 53.0 

[38-64] 
78.3 

[24-189] 0.29 0.24 

Hyllner 2005108 Non-Comparative 
Observational 24 60.0 

[34-82] 
72.2& 

[19.2-104] 0.29 NR 

McCall 2006109 Non-Comparative 
Observational 53 68.0 

[55- 75]I 90 (15) 0.19 NR 

Raivio 2005110 Non-Comparative 
Observational 16 60 (14.9) 65 

[24-192] 0.25 0.25 

Aggarwal 2004111 Non-Comparative 
Observational 24 65.0U 

[26-85] 90 0.75 NR 

Karkouti 2008112 Non-Comparative 
Observational 503 62.0 (15) 62U 

[40-89]I 0.32 0.24 

Pediatric Cardiac 
Surgery       

Ekert 2006114 RCT 40 0.33 63 
[40-80] NR 0 

Agarwal 2007115 Comparative 
Observational 24 0.0U 

[0.01-6.53] 59.8& NR 0.08 

Tobias116 Comparative 
Observational 9 9 (4) 90 NR 0 

Prostatectomy       

Friederich 2003117 
(2 arms) RCT 

8 61 (8.9) 20 0 0.13 

16 64 (8.5) 40 0 0 
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Fair+ Comparative Observational, fair or good quality comparative observational studies also included in the effectiveness 
review in Key Questions 2-4; Variance (e.g. standard deviation, range, or IQR) left blank if not reported. 
UMedian  
IInterquartile Range 
^Mean age (and standard deviation) for all study arms combined. 
#Mortality is underestimated because 2 deaths each in Lodge et. al92 and Planinsic et. al93 were not reported by treatment arm. 
*Thromboembolic events are underestimated because only arterial thromboembolic events were counted in Planinsic et. al93. 
&Mean dose estimated from mean or median size of individual doses, or converted from mg to ug/kg by assuming an average 
patient weight. 
aNascimento et. al150 was used instead Rizoli et. al81 for the analysis of thromboembolic events. Nascimento et. al is a 
continuation of Rizoli et. al with more patients. 
bDutton et. al83 and Thomas et. al192 have overlapping patient populations. Dutton et. al was used for the mortality analysis and 
Thomas et. al was used in the analysis of thromboembolic events for trauma at the body. Thomas et. al included traumatic brain 
injury patients, some of which were included in Stein et. al89. Thus, some patients are double counted between the trauma at the 
brain and the trauma at the body analyses of thromboembolic events. 
cData from Perkins et. al151 was used instead of Spinella et. al82. Perkins et. al is an overlapping non-comparative study with more 
patients. 
dData from the 2006 study by Karkouti et. al179 was used instead of the 2005 study by Karkouti et. al100. The 2006 study is an 
overlapping non-comparative study with more patients. 
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Appendix Figure 1.  Forest plot of all thromboembolic events for ICH 
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Appendix D. Peer Reviewers 
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Appendix E: Study Abstraction Forms 
 

Level One (Screening Title and Abstract) Abstraction Form  
 
1. Does this article discuss the use of recombinant factor VIIa in vivo in humans who do not have hemophilia? 
(choose one)  
No, is NOT on recombinant factor VIIa  
No, is on recombinant factor VIIa but is ...: ***(do not check this circle, choose from an option below)***  
...in patients who have hemophilia (congenital or acquired)  
...in other populations with congenital or chronic acquired bleeding or clotting disorders (eg, Glanzmann's)  
...is used in humans in vivo, but is NOT used as a therapy or for clinically relevant outcomes  
...in animals or in vitro (in culture, molecular, or laboratory studies only)  
Yes  
Can't tell  
Exclude for other reason(s), specify    
  
2. Is in a foreign language  
Yes  
No  
  
3. For an article that will NOT proceed to full review, is the article still possibly of interest to the research?  
Yes    
No  
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Level 2 (Full text article screening) Abstraction Form 
 
1. Is the focus/study population any of the following?  
Is NOT on rFVIIa  
Patients who have hemophilia A or B or factor VII deficiency (congenital or acquired)  
Other populations with congenital or chronic acquired bleeding or clotting disorders (eg, Glanzmann’s)  
In vivo in humans, but rFVIIa is NOT used as a therapy or for clinically relevant outcomes  
Animals or in vitro (in culture, molecular, or laboratory studies)  
 
2. What is/are the indication(s) for giving rFVIIa? (Check all that apply.)  
Intracranial bleeding  
Bleeding secondary to trauma  
Liver transplant, operative bleeding (whether to prevent or treat)  
Cardiac surgery, operative bleeding (whether to prevent or treat)  
Prostatectomy, operative bleeding (whether to prevent or treat)  
Other indication(s), specify:    
Can’t tell  
 
3. Is this a secondary report of an already published article (eg, is on the same study, but with longer follow-up or on 
a different outcome variable)?  
Yes, and specify ref ID# here, if found:    
  
 
4. What type of article is this?  
RCT/ Quasi-RCT (If quasi-RCT, specify why)    
Observational study: includes cohort, cross-sectional, case-control and other study types (but NOT case series or 
report)  
Case series or case report  
All other (For an article that addresses a KQ1 INDICATION ONLY and is a type of article not mentioned above, 
check this box only and then skip to question 5. For an article that addresses a KQ2-4 INDICATION ONLY and is a 
type of article not mentioned above, do NOT check this box; instead check the relevant box immediately below. For 
an articles that addresses BOTH KQ1 AND KQ2-4 INDICATIONS and is a type of article not mentioned above, 
check the box here AND the relevant box immediately below.)  
...Meta-analysis or systematic review  
...Other type of research, specify type:    
...In-progress research without results (eg, RCT methodology paper)  
...Guideline or consensus statement  
...Can't tell 
... All other not covered above (ie, non-research, such as letter, editorial or unsystematic review)  
 
 
5. Do you think this article will need to be cloned for the next level of extraction?  
Yes, it reports on two or more separate RCTS, quasi-RCTs, or observational studies (but is NOT a meta-analysis or 
review)  
Yes, it has more than one intervention arm  
Yes, for other reasons, specify:    
  
 
6. For an article that will NOT otherwise proceed to full review (ie, those above that are NOT RCTs, observational 
studies, or case series/reports), is there any special reason why it should undergo further review (eg, there is a study 
embedded in a letter to editor)?  
Yes, specify why:    
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7. For an article that will not otherwise proceed to full review, does this article contain important information not 
otherwise captured on this form?  
Yes, specify:    
  
 
8. Do you have any other comments?  
Yes    
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Level 3. Full text data abstraction form (study information 
and quality assessment) 
 
1. Should this article undergo full text review at Level 3?  
Yes  
No  
2. Where did the study take place? (check all that apply)  
U.S., specify city, state    
U.S. military warzone    
Outside of the U.S., specify country or region    
Not reported or unclear    
  
 3. What was the source of funding for the entire study (check all that apply)  
Novo Nordisk®    
Other Industry    
Government    
Foundation    
Other    
None    
Not applicable (e.g. case report or registry)    
Not reported or unclear    
 
4. Did Novo Nordisk support any other aspect of this study (such as registry, persnnel)? For personnel, specify the 
nature of the relationship/support with Novo Nordisk in the appropriate text box(es)  
Statistician    
Other Author(s)    
Member of the “study group,” “research team,” or similar designation (and NOT an author on the byline of the 
paper)    
Registry    
Other, specify    
  
 5. Was the number of enrolling centers reported?  
1 center  
>1 center  
Not reported or unclear    
Not applicable (e.g. case report or registry)    
  
  
6. When did the study take place? Specify as a range in months and years, if given. Leave blank, if unclear.  
 
 
 
7. Is this a registry study?  
Yes  
  
If this is CASE REPORT/SERIES or REGISTRY study (e.g. any non-comparative study), STOP HERE.  
 
8. What was the maximum length of consistent follow-up (ie, follow-up performed/attempted to be performed for all 
patients)?  
Number of days (or specify other unit (eg, hours), if different than days)    
Not reported or Unclear    
Not applicable (e.g. a retrospective study)  
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9. Was informed consent obtained? (check all that apply)  
Obtained from patient or legal representative (eg, parents for minors)    
Determined to not be required by relevant IRB, Ethics Committee, or equivalent    
Not obtained for other reason, specify    
Not reported or Unclear    
Not applicable (e.g. most retrospective studies)    
  
10. Was Institutional Review Board approval (or equivalent) obtained?  
Yes    
Was determined to not be required, give brief explanation    
Not reported or unclear    
 
If this is NOT a RCT/QUASI-RCT, SKIP to Q#13.  
 
11. Were providers blinded to intervention/treatment allocation (as best you can tell from the description in the 
article)?  
Yes (e.g., article describes placebo injections of identical volume and appearance to treatment injection being given 
at the same time during treatment)    
Partially (e.g., article describes “blinded” treatment and placebo injections but does not provide any other 
information)    
No  
Not reported or unclear    
  
 
12. Were patients blinded to intervention/treatment allocation (as best you can tell from the description in the 
article)?  
Yes (e.g., article describes placebo injections of identical volume and appearance to treatment injection being given 
at the same time during treatment)    
Partially (e.g., article describes “blinded” treatment and placebo injections but does not provide any other 
information)    
No  
Not reported or unclear    
  
 
13. Were outcomes assessors blinded to intervention/treatment allocation (as best you can tell from the description 
in the article)?  
Yes    
Partially (e.g., article states that assessors had no access to patient names or identifying information)    
No  
Not reported or unclear    
  
 
14. Did the study assess the success of blinding in any way?  
Yes, specify    
 
 
15. Were any of the following explicitly defined a priori? NOTE: Must be EXPLICITLY defined in the methods 
section as chosen/performed at the outset of the study to qualify as being defined as a priori. Refer to L3 
GUIDELINES for term codes.  
Primary outcome(s), specify:    
Secondary outcome(s)    
Thromboembolic harms and/or mortality outcome(s), specify:    
Other harms outcome(s), specify:    
Sample size calculation    
Statistical analyses    
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16. Were the data collected prospectively for this study?  
Yes, all data were collected prospectively    
Partially, data were collected both prospectively and retrospectively    
No  
Not reported or unclear    
Not applicable (e.g. retrospective case control study)    
  
  
17. Were any of the following built into the study design? (check all that apply)  
Interim analyses    
Stopping rules    
  
  
18. Are you concerned that statistical tests were applied or reported inappropriately? If so, explain why. 
Yes, runs multiple analyses without correction (e.g. Bonferroni correction)  
Other, explain    
  
  
19. Were multivariate analyses performed to control for confounding factors?  
Yes    
  
  
 
20. FOR COMPARATIVE OBSERVATIONAL STUDIES ONLY (RCTs skip to 21). Did the study make any 
attempt to match the control group with the intervention group?  
Yes, describe    
No    
Not Necessary, explain    
  
 
21. Are you concerned about the potential introduction of bias or lack of generalizability of the study? If so, select 
all potential problem areas that apply and specify reason. REFER to L3 GUIDELINES for instructions and codes.  
Control and intervention groups were not appropriately matched at baseline (e.g. significantly different demographic 
or comorbidities between the two groups at baseline, REFER to L3 GUIDELINES), specify    
Control and intervention groups received differential treatment(s),  
besides rFVIIa    
Differential follow-up time between the control and intervention group,  
specify    
Problem with withdrawals, loss to follow-up, or other missing data, specify    
Other reason, specify    
  
  
For RCTs/QUASI-RCTs, skip to Q24 
  
COMPARATIVE OBSERVATIONAL STUDIES  
22. Was the control group contemporaneous or historical?  
Contemporaneous  
Historical  
 
23. FOR COMPARATIVE OBSERVATIONAL STUDIES, THIS IS THE LAST QUESTION ON THIS 
FORM. Do you have any other comments?  
Yes    
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RCTs/QUASI-RCTs 
 
24. If the unit of randomization was not the patient, specify the unit here.  
Other, specify    
 
25. Was the method of sequence generation for randomization specified? If so, do you have any concerns (explain 
concerns in text box)?  
Yes, was specified, and I have NO CONCERNS  
Yes, was specified, but I HAVE CONCERNS, describe    
No, was not specified  
 
 
26. Was the method of allocation concealment described and appropriate?  
Yes, it was both described and appropriate (e.g. opaque, sealed envelope)    
It was described but was NOT appropriate (e.g., patient name but no other identifying information removed from 
chart)    
No, it was not described  
Not applicable  
 27. If unit of analysis differed from unit of treatment allocation (e.g., providers were randomized, but analyses were 
of patient outcomes), did authors acknowledge this issue and make appropriate adjustments or conduct sensitivity 
analyses?  
Yes    
No  
Not applicable (unit of analysis did not differ from unit of treatment allocation)  
 
 
28. Were analyses performed according to intention-to-treat?  
Yes, explicitly stated    
Yes, can be inferred (e.g., article states all patients received assigned treatment and follow-up data are available for 
all patients)    
No    
Not reported or unclear    
  
 
29. Skip this question if analyses were performed according to intention-to-treat. But, if analyses were NOT 
performed according to intention-to-treat, give the following information (check all that apply):  
Sensitivity analyses were performed 
An explanation for why analyses were not performed according to intention-to-treat was given and is summarized 
here:    
  
 
30. FOR RCTs/quasi-RCTs, THIS IS THE LAST QUESTION ON THIS FORM. Do you have any other 
comments?  
Yes    

 

 

 

 

 

 

 
 
 

 

 

 



Comparative Effectiveness of Recombinant Factor VIIa for Off-Label Indications versus Usual Care 

Draft Appendices 
 

 A-88 

Level 4. Full text article data abstraction form for intracranial 
hemorrhage studies 
 
INTRACRANIAL HEMORRHAGE 
1. Is this a RCT/Quasi-RCT that reports data on intracranial hemorrhage? If no, STOP ABSTRACTION 
Yes 
No 
 
2. Is this a quasi-RCT? If yes, briefly describe details. 
Yes, describe  
 
3. List the number of subjects in each group below 
 N Intervention N Control Comments 
Subjects randomized/baseline    
Subjects receiving assigned 
therapy 

   

Subjects lost to follow-up or 
withdrawn 

   

 
4. Briefly describe inclusion/exclusion criteria. If any of the inclusion/exclusion criteria related to recent 
ischemic/thrombotic/embolic events, also check thetick box indicating that: 
Brief description  
Yes, at least one exclusion/inclusion criterion related to ischemic/thrombotic/embolic events 
 
 
 
5. Was a standard of care defined? (e.g., special transfusion protocols or care by the same cardiac surgery team) 
Yes, briefly describe 
No 
 
6. rFVIIa Dose Information 
 
rFVIIa Dose Dose Units (e.g. 

mg or ug/kg) 
Uniform, Mean, 
or Median 
Dose? (Use 
codes U, MN, 
MD) 

SD (or Range or 
IQR), if 
applicable 

Number of 
rFVIIa doses 

Comments 
(e.g. specify if 
variance is 
range or 
IQR) 

      
 
7. Time/Location of rVIIa administration  
Before or at onset of surgery     
During surgery, or after, but while still in OR 
Postoperatively (e.g. in ICU), but prior to any reoperation  
Return from reoperation for bleeding 
All other, describe  
Not reported or Unclear 
 
Patient demographics and other information 
Basic Demographic 
8. If different than number of subjects randomized to each group, specify the number of patients with reported 
demographic data:  
N Intervention N Control Comments 
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Variable N (or Mean 
or Median) 
Intervention 

SD (or 
Range or 
IQR) 
Intervention 

N (or 
Mean or 
Median) 
Control 

SD (or 
Range or 
IQR) 
Control 

Comments (e.g. 
specify other 
variable, units, 
mean/med, 
SD/range/IQR) 

9. Age      
10. Gender      
11. Admission INR      
12. Hematoma volume on 
baseline head CT 

     

13. Time of rFVIIa administration 
in relation to time of bleed onset 

     

14. Time of rFVIIa administration 
in relation to time of baseline 
head CT 

     

15. Systolic blood pressure      
16. Other demographic 1, specify      
17. Other demographic 2, specify      
18. Other demographic 3, specify      
19. Other demographic 4, specify      
20. Other demographic 5, specify      
 
Baseline categorical variables 
 
21. If different than number of subjects randomized to each group, specify the number of patients with reported 
baseline data:  
N Intervention N Control Comments 
   
 

Variable N Intervention  N Control Comments (e.g. specify 
other variable) 

22. Presence of intraventricular 
hemorrhage on baseline head CT 

   

23. History of thrombotic/embolic 
events, specify 

   

24. Other comorbidity 1, specify    
25. Other comorbidity 2, specify    
26. Other comorbidity 3, specify    
27. Other comorbidity 4, specify    
28. Other comorbidity 5, specify    
 
Results 
29. If different than the number of subjects randomized to each group, specify the number of patients with reported 
results data:  
N Intervention N Control Comments 
   
 
Continuous variable 

Event 
Mean (or 
Median) 
Intervention 

SD (or 
Range or 
IQR) 
Intervention 

Mean (or 
Median) 
Control 

SD (or 
Range or 
IQR) 
Control 

Time 
Frame 

Comments (e.g. 
specify other 
variable, units, 
mean/med, 
SD/range/IQR) 

30. Change in hematoma       
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volume from baseline head 
CT 
31. Other result 1, specify       
32. Other result 2, specify       
33. Other result 3, specify       
34. Other result 4, specify       
35. Other result 5, specify       
36. Other result 6, specify       
37. Other result 7, specify       
38. Other result 8, specify       
 
Categorical variables 

Event N Intervention N Control Comments (e.g. specify 
other variable) 

39. Mortality    
40. Functional 
status/disability    

41. Other result 9, specify    
42. Other result 10, specify    
43. Other result 11, specify    
44. Other result 12, specify    
45. Other result 13, specify    
46. Other result 14, specify    
47. Other result 15, specify    
48. Other result 16, specify    
 
Harm information 
49. Were harms measured? 
No. If checked here, stop abstraction 
 
50. How were harms identified? 
Prospectively, describe 
Retrospectively, describe 
Both prospectively and retrospectively 
Not reported or Unclear 
 
51. Did the study specifically attempt to make the determination that harms were secondary to rFVIIa 
administration? 
Yes, specify how  
 
52. If harms were adjudicated in any way, specify how. 
Blinded panel 
Other  
 
53. If different than the number of subjects randomized to each group, specify the number of patients with reported 
harms data:  
N Intervention N Control Comments 
   
 
Undifferentiated Thomboembolic Harms (i.e. without further delineation) 
 Total events (n) N Intervention N Control Comments 
54. All thromboembolic events     
 
Arterial Thromboembolic Harms 
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Event Total Events (n) N Intervention N Control Comments 
55. All arterial thromboembolic 
events (without further 
delineation) 

    

56. Myocardial Infarction     
57. Stroke     
58. Mesenteric thrombosis     
59. Renal infarct     
60. Other arterial thromboembolic 
event, specify type in comments 
box 

    

 
Venous Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
61. All venous thromboembolic 
events (without further delineation) 

    

62. Pulmonary embolism     
63. Deep vein thrombosis     
64. Mesenteric vein thrombosis     
65. Portal vein thrombosis     
66. Thrombosis in right-side chamber 
of heart 

    

67. Other venous thromboembolic 
event, specify type in comments box 

    

 
Instrument-related Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
68. All instrument-related 
thromboembolic events (without 
further delineation) 

    

69. ECMO-related 
thromboembolic events 

    

70. Arterial line clot     
71. Venous line clot     
72. Other instrument-related 
thromboembolic event, specify 
type in comments box 

    

 
Other NON-thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
73. Multi-organ failure     
74. Cardiogenic shock/need for 
balloon pump  

    

75. Respiratory failure/ARDS     
76. Renal failure     
77. Sepsis     
78. DIC     
79. Other event #1, specify     
80. Other event #2, specify     
81. Other event #3, specify     
82. Other event #4, specify     
83. Other event #5, specify     
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84. Do you have any other comments? Please use this space to describe any relevant information that could not be 
collected on this form. 
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Level 4. Full text article data abstraction form for traumatic 
bleeding studies 
 
TRAUMA 
1. Is this a RCT/Quasi-RCT that reports data on trauma? If no, STOP ABSTRACTION 
Yes 
No 
 
2. Is this a quasi-RCT? If yes, briefly describe details. 
Yes, describe  
 
3. List the number of subjects in each group below 
 N Intervention N Control Comments 
Subjects randomized    
Subjects receiving 
assigned therapy 

   

Subjects lost to follow-up 
or withdrawn 

   

 
4. Briefly describe inclusion/exclusion criteria. If any of the inclusion/exclusion criteria related to recent 
ischemic/thrombotic/embolic events, also check thetick box indicating that. 
Brief description  
Yes, at least one exclusion/inclusion criterion related to ischemic/thrombotic/embolic events 
 
 
5. Was a standard of care defined? (e.g., special transfusion protocols or care by the same cardiac surgery team) 
Yes, briefly describe 
No 
 
6. What types of trauma are included in this arm of the study? 
Blunt trauma 
Penetrating trauma 
Traumatic brain injury 
Other, specify 
 
7. rFVIIa Dose Information 
 
rFVIIa Dose Dose Units (e.g. 

mg or ug/kg) 
Uniform, Mean, 
or Median 
Dose? (use codes 
U, MN, MD) 

SD (or Rangeor 
IQR), if 
applicable 

Number of 
rFVIIa doses 

Comments 
(e.g. specify if 
variance is 
range or 
IQR) 

      
 
8. Describe the timing and location of rVIIa administration below: 
 
 
 
Patient demographics and other information 
Basic demographic information 
 
9. If different than number of subjects randomized to each group, specify the number of patients with reported 
demographic data:  
N Intervention N Control Comments 
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Variable N (or Mean 

or Median) 
Intervention 

SD (or 
Range or 
IQR 
Intervention 

N (or Mean 
or Median) 
Control 

SD (or Range 
or IQR) 
Control 

Comments (e.g. 
specify other 
variable, units, 
mean/med, 
SD/range/IQR) 

10. Age      
11. Male sex (n)      
12. Weight (or BMI or body 
surface area, specify units) 

     

13. Injury Severity Score (ISS)      
14. Other demographic 1, specify      
15. Other demographic 2, specify      
16. Other demographic 3, specify      
 
Baseline categorical variables 
 
17. If different than the number of subjects randomized to each group, specify the number of patients with reported 
baseline data:  
N Intervention N Control Comments 
   
 

Variable N Intervention  N Control Comments (e.g. specify 
other variable) 

18. Acidosis    
19. Abnormal INR    
20. Other comorbidity 1, specify    
21. Other comorbidity 2, specify    
22. Other comorbidity 3, specify    
 
Results 
23. If different than the number of subjects randomized to each group, specify the number of patients with reported 
results data:  
N Intervention N Control Comments 
   
 
Continuous variable 

Event 
 Mean (or 
Median) 
Intervention 

SD (or Range 
or IQR) 
Intervention 

Mean (or 
Median) 
Control 

SD (or 
Range 
or IQR) 
Control 

Time 
Frame 

Comments (e.g. 
specify other 
variable, units, 
mean/med, 
SD/range/IQR) 

24. RBCs transfused in 24h 
(packed units)       

25. FFP transfused       
26. ICU time (days)       
27. Change in intracranial 
hematoma volume (mL)       

28. Other result 1, specify       
29. Other result 2, specify       

 
Categorical variable 
Event N Intervention N Control Comments (e.g. specify 
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other variable) 
30. Mortality within 24h    
31. Mortality within 30d    
32. Number of patients requiring 
transfusions, specify    

33. Need for return to 
OR/surgical re-exploration    

34. Other result 3, specify    
35. Other result 4, specify    
Harm information 
36. Were harms measured? 
No. If checked here, STOP abstraction 
 
37. How were harms identified? 
Prospectively, describe 
Retrospectively, describe 
Both prospectively and retrospectively 
Not reported or Unclear 
 
38. Did the study specifically attempt to make the determination that harms were secondary to rFVIIa 
administration? 
Yes, specify how  
 
39. If harms were adjudicated in any way, specify how. 
Blinded panel 
Other  
 
40. If different than the number of subjects randomized to each group, specify the number of patients with reported 
harms data:  
N Intervention N Control Comments 
   
 
Undifferentiated Thomboembolic Harms (i.e. without further delineation) 
 Total events (n) N Intervention N Control Comments 
41. All thromboembolic events     
 
Arterial Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
42. All arterial 
thromboembolic events 
(without further delineation) 

    

43. Myocardial Infarction     
44. Stroke     
45. Mesenteric thrombosis     
46. Renal infarct     
47. Other arterial 
thromboembolic event, 
specify type in comments box 

    

 
Venous Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
48. All venous 
thromboembolic events 
(without further delineation) 
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49. Pulmonary embolism     
50. Deep vein thrombosis     
51. Mesenteric vein 
thrombosis 

    

52. Portal vein thrombosis     
53. Thrombosis in right-side 
chamber of heart 

    

54. Other venous 
thromboembolic event, 
specify type in comments box 

    

 
Instrument-related Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
55. All instrument-related 
thromboembolic events 
(without further delineation) 

    

56. ECMO-related 
thromboembolic events 

    

57. Arterial line clot     
58. Venous line clot     
59. Other instrument-related 
event, specify type in 
comments box 

    

 
Other NON-thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
60. Multi-organ failure     
61. Cardiogenic 
shock/requirement for 
balloon pump  

    

62. Respiratory failure/ARDS     
63. Renal failure     
64. Sepsis     
65. DIC     
66. Other event #1, specify     
67. Other event #2, specify     
68. Other event #3, specify     
69. Other event #4, specify     
70. Other event #5, specify     
 
71. Do you have any other comments? Please use this space to describe any relevant information that could not be 
collected on this form. 
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Level 4. Full text article data abstraction form for liver 
transplantation studies 
 
LIVER TRANSPLANT 
1. Is this a RCT/Quasi-RCT that reports data on liver transplant? If no, STOP ABSTRACTION. 
Yes 
No 
 
2. Is this a quasi-RCT? If yes, briefly describe details. 
Yes, describe  
 
3. List the number of subjects in each group below 
 N Intervention N Control Comments 
Subjects 
randomized/baseline 

   

Subjects receiving 
assigned therapy 

   

Subjects lost to follow-up 
or withdrawn 

   

 
4. Briefly describe inclusion/exclusion criteria. If any of the inclusion/exclusion criteria related to recent 
ischemic/thrombotic/embolic events, also check the tick box indicating that: 
Brief description  
Yes, at least one exclusion/inclusion criterion related to ischemic/thrombotic/embolic events 
 
 
 
5. Was a standard of care defined? (e.g., special transfusion protocols) 
Yes, briefly describe 
No 
 
6. Special type(s) of surgery performed (check all that apply) 
Multiorgan transplantation, specify 
Other, specify 
 
7. rFVIIa Dose Information 
 
Be sure to indicate in the comments box whether administration of rFVIIa was for preventive or emergent 
reasons 
 
rFVIIa Dose Dose Units (e.g. 

mg or ug/kg) 
Uniform, Mean, 
or Median 
Dose? (Use 
codes U, MN, 
MD) 

SD (or Range or 
IQR), if 
applicable 

Number of 
rFVIIa doses 

Comments 
(e.g. specify if 
variance is 
range or 
IQR) 

      
 
 
 
 
8. Time/Location of rVIIa administration  
Before or at onset of surgery     
During surgery, or after, but while still in OR 
Postoperatively (e.g. in ICU), but prior to any reoperation  
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Return from reoperation for bleeding 
All other, describe  
Not reported or Unclear 
 
Patient demographics and other information 
Basic Demographic 
9. If different than number of subjects randomized to each group, specify the number of patients with reported 
demographic data:  
N Intervention N Control Comments 
   
 
 
Variable N (or Mean or 

Median) 
Intervention 

SD (or 
Range or 
IQR) 
Intervention 

N (or 
Mean or 
Median) 
Control 

SD (or 
Range or 
IQR) 
Control 

Comments (e.g. 
specify other 
variable, units, 
mean/med, 
SD/range/IQR) 

10. Age      
11. Gender      
12. Weight (or BMI or body 
surface area; specify units) 

     

13. Meld score (or Child Pugh 
classification) 

     

14. INR      
15. Warm ischemia at time of 
donor liver 

     

16. Cold ischemia at time of 
donor liver 

     

17. Other demographic 1, specify      
18. Other demographic 2, specify      
19. Other demographic 3, specify      
20. Other demographic 4, specify      
 
Baseline categorical variables  

Variable N Intervention  N Control Comments (e.g. 
specify other variable) 

21. Emergency surgery (e.g. 
fulminant liver failure) 

   

22. Prior liver transplantation of 
other major liver surgery 

   

23. Presence of multiorgan failure    
24. History of thrombotic/embolic 
event, specify 

   

25. Diabetes    
26. Renal failure    
27. CHF    
28. COPD    
29. Hypertension    
30. Other comorbidity 1, specify    
31. Other comorbidity 2, specify    
32. Other comorbidity 3, specify    
 
Results 
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33. If different than the number of subjects randomized to each group, specify the number of patients with reported 
results data:  
N Intervention N Control Comments 
   
 
Continuous variable 

Event 
Mean (or 
Median) 
Intervention 

SD (or 
Range or 
IQR) 
Intervention 

Mean (or 
Median) 
Control 

SD (or 
Range or 
IQR) 
Control 

Time 
Frame 

Comments (e.g. 
specify other 
variable, units, 
mean/med, 
SD/range/IQR) 

34. RBCs transfused 
(packed units)       

35. FFP transfused       
36. Blood loss (or chest 
tube drainage) (mLs)       

37. OR time (hours)       
38. Other result 1, specify       
39. Other result 2, specify       

 
Categorical variables 

Event N Intervention N Control Comments (e.g. specify 
other variable) 

40. In-hospital mortality, specify    
41. Number of patients requiring 
transfusion, specify    

42. Need for re-operation or re-
transplantation    

43. Other result 3, specify    
44. Other result 4, specify    
 
Harm information 
45. Were harms measured? 
No. If checked here, stop abstraction 
 
46. Was there an explicit follow up time set for determination of harms? 
Yes, describe 
 
47. How were harms identified? 
Prospectively, describe 
Retrospectively, describe 
Both prospectively and retrospectively 
Not reported or Unclear 
 
48. Did the study specifically attempt to make the determination that harms were secondary to rFVIIa 
administration? 
Yes, specify how  
49. If harms were adjudicated in any way, specify how. 
Blinded panel 
Other  
 
50. If different than the number of subjects randomized to each group, specify the number of patients with reported 
harms data:  
N Intervention N Control Comments 
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Undifferentiated Thomboembolic Harms (i.e. without further delineation) 
 Total events (n) N Intervention N Control Comments 
51. All thromboembolic events     
 
Arterial Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
52. All arterial thromboembolic 
events (without further 
delineation) 

    

53. Myocardial Infarction     
54. Stroke     
55. Mesenteric thrombosis     
56. Renal infarct     
57. Other arterial 
thromboembolic event, specify 
type in comments box 

    

 
Venous Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
58. All venous thromboembolic 
events (without further 
delineation) 

    

59. Pulmonary embolism     
60. Deep vein thrombosis     
61. Mesenteric vein thrombosis     
62. Portal vein thrombosis     
63. Thrombosis in right-side 
chamber of heart 

    

64. Other venous 
thromboembolic event, specify 
type in comments box 

    

 
Instrument-related Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
65. All instrument-related 
thromboembolic events (without 
further delineation) 

    

66. ECMO-related 
thromboembolic events 

    

67. Arterial line clot     
68. Venous line clot     
69. Other instrument-related 
thromboembolic event, specify 
type in comments box 

    

 
Other NON-thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
70. Multi-organ failure     
71. Cardiogenic shock/need for 
balloon pump  

    

72. Respiratory failure/ARDS     
73. Renal failure     
74. Sepsis     
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75. DIC     
76. Other event #1, specify     
77. Other event #2, specify     
78. Other event #3, specify     
79. Other event #4, specify     
80. Other event #5, specify     
 
81. Do you have any other comments? Please use this space to describe any relevant information that could not be 
collected on this form. 

 



Comparative Effectiveness of Recombinant Factor VIIa for Off-Label Indications versus Usual Care 

Draft Appendices 
 

 A-102 

Level 4. Full text article data abstraction form for cardiac 
surgery studies 
 
CARDIAC SURGERY 
1. Is this a RCT/Quasi-RCT that reports data on cardiac surgery? If no, STOP ABSTRACTION 
Yes 
No 
 
2. Is this a quasi-RCT? If yes, briefly describe details. 
Yes, describe  
 
3. List the number of subjects in each group below 
 N Intervention N Control Comments 
Subjects randomized    
Subjects receiving 
assigned therapy 

   

Subjects lost to follow-up 
or withdrawn 

   

 
4. Briefly describe inclusion/exclusion criteria. If any of the inclusion/exclusion criteria related to recent 
ischemic/thrombotic/embolic events, also check the tick box indicating that. 
Brief description  
Yes, at least one exclusion/inclusion criterion related to ischemic/thrombotic/embolic events 
 
 
5. Was a standard of care defined? (e.g., special transfusion protocols or care by the same cardiac surgery team) 
Yes, briefly describe 
No 
 
6. Type (s) of surgery performed (for adults) (check all that apply) 
Multiple surgeries 
CABG 
Cardiac transplantation 
Single valve repair/replacement 
Any aortic 
All Other, specify 
No cardiac surgery for adults  
 
7. Type (s) of surgery performed (for child) (check all that apply) 
Reoperation (any type) 
Correction of congenital heart disease 
All other, specify 
No surgery perfomed in child 
 
 
 
 
8. rFVIIa Dose Information 
 
rFVIIa Dose Dose Units (e.g. 

mg or ug/kg) 
Uniform, Mean, 
or Median 
Dose? (use codes 
U, MN, MD) 

SD (or Range or 
IQR), if 
applicable 

Number of 
rFVIIa doses 

Comments 
(e.g. specify if 
variance is 
range or 
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IQR) 
      
 
9. Time/Location of rVIIa administration  
Before or at onset of surgery     
During surgery, or after, but while still in OR 
Postoperatively (e.g. in ICU), but prior to any reoperation  
Return from reoperation for bleeding 
All other, describe  
Not reported or Unclear 
 
Patient demographics and other information 
Basic demographic information 
 
10. If different than number of subjects randomized to each group, specify the number of patients with reported 
demographic/baseline data:  
N Intervention N Control Comments 
   
 
Variable Mean (or 

Median) 
Intervention 

SD (or Range 
or IQR 
Intervention 

Mean (or 
Median) 
Control 

SD (or Range 
or IQR) 
Control 

Comments (e.g. 
specify other 
variable, units, 
mean/med, 
SD/range/IQR) 

11. Age      
12. Gender      
13. Weight (or BMI or 
body surface area, specify 
units) 

     

14. Other demographic 1, 
specify 

     

15. Other demographic 2, 
specify 

     

16. Other demographic 3, 
specify 

     

17. Other demographic 4, 
specify 

     

 
Baseline categorical variables 

Variable N Intervention  N Control Comments (e.g. specify 
other variable) 

18. Emergency surgery    
19. Previous cardiac surgery    
20. History of thrombotic/embolic 
events, specify 

   

21. Diabetes    
22. Renal failure    
23. CHF    
24. COPD    
25. Hypertension    
26. Other comorbidity 1, specify    
27. Other comorbidity 2, specify    
28. Other comorbidity 3, specify    
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Results 
29. If different than the number of subjects randomized to each group, specify the number of patients with reported 
results data:  
N Intervention N Control Comments 
   
 
Continuous variable 

Event 
 Mean (or 
Median) 
Intervention 

SD (or 
Range or 
IQR) 
Intervention 

Mean 
(or 
Median) 
Control 

SD (or 
Range or 
IQR) 
Control 

Time 
Frame 

Comments (e.g. 
specify other 
variable, units, 
mean/med, 
SD/range/IQR) 

30. RBCs transfused in 24h 
(packed units)       

31. FFP transfused       
32. Blood loss (or chest tube 
drainage) (mLs)       

33. OR time (hours)       
34. Other result 1, specify       
35. Other result 2, specify       
36. Other result 3, specify       
37. Other result 4, specify       
38. Other result 5, specify       
39. Other result 6, specify       

 
Results categorical variables 

Event N Intervention N Control Comments (e.g. specify 
other variable) 

40. In-hospital mortality    
41. Need for return to 
OR/surgical re-exploration    

42. Number of patients 
requiring transfusions, specify 
further 

   

43. Other result 7, specify    
44. Other result 8, specify    
45. Other result 9, specify    
46. Other result 10, specify    
47. Other result 11, specify    
48. Other result 12, specify    
 
Harm information 
49. Were harms measured? 
No. If checked here, STOP abstraction 
 
50. Was there an explicit follow up time for determination of harms? 
Yes, describe 
 
51. How were harms identified? 
Prospectively, describe 
Retrospectively, describe 
Both prospectively and retrospectively 
Not reported or Unclear 
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52. Did the study specifically attempt to make the determination that harms were secondary to rFVIIa 
administration? 
Yes, specify how  
 
53. If harms were adjudicated in any way, specify how. 
Blinded panel 
Other  
 
54. If different than the number of subjects randomized to each group, specify the number of patients with reported 
harms data:  
N Intervention N Control Comments 
   
 
Undifferentiated Thomboembolic Harms (i.e. without further delineation) 
 Total events (n) N Intervention N Control Comments 
55. All thromboembolic 
events 

    

 
Arterial Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
56. All arterial 
thromboembolic events 
(without further delineation) 

    

57. Myocardial Infarction     
58. Stroke     
59. Mesenteric thrombosis     
60. Renal infarct     
61. Other arterial 
thromboembolic event, 
specify type in comments box 

    

 
Venous Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
62. All venous 
thromboembolic events 
(without further delineation) 

    

63. Pulmonary embolism     
64. Deep vein thrombosis     
65. Mesenteric vein 
thrombosis 

    

66. Portal vein thrombosis     
67. Thrombosis in right-side 
chamber of heart 

    

68. Other venous 
thromboembolic event, 
specify type in comments box 

    

 
Instrument-related Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
69. All instrument-related 
thromboembolic events 
(without further delineation) 

    

70. ECMO-related 
thromboembolic events 
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71. Arterial line clot     
72. Venous line clot     
73. Other instrument-related 
event, specify type in 
comments box 

    

 
Other NON-thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
74. Multi-organ failure     
75. Cardiogenic 
shock/requirement for 
balloon pump  

    

76. Respiratory failure/ARDS     
77. Renal failure     
78. Sepsis     
79. DIC     
80. Other event #1, specify     
81. Other event #2, specify     
82. Other event #3, specify     
83. Other event #4, specify     
84. Other event #5, specify     
 
85. Do you have any other comments? Please use this space to describe any relevant information that could not be 
collected on this form. 
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Level 4. Full text article data abstraction form for 
prostatectomy studies 
 
PROSTATECTOMY 
1. Is this a RCT/Quasi-RCT that reports data on prostatectomy? If no, STOP ABSTRACTION. 
Yes 
No 
 
Study characteristics 
2. Is this a quasi-RCT? If yes, briefly describe details. 
Yes, describe  
 
3. List the number of subjects in each group below 
 N Intervention N Control Comments 
Subjects randomized/baseline    
Subjects receiving assigned 
therapy 

   

Subjects lost to follow-up or 
withdrawn 

   

 
4. Briefly describe inclusion/exclusion criteria. If any of the inclusion/exclusion criteria related to recent 
ischemic/thrombotic/embolic events, also check the tick box indicating that: 
Brief description  
Yes, at least one exclusion/inclusion criterion related to ischemic/thrombotic/embolic events 
 
 
5. Was a standard of care defined? (e.g., special transfusion protocols) 
Yes, briefly describe 
No 
6. Type (s) of surgery performed (check all that apply) 
Radial retropubic prostatectoy     
Millin prostatectomy 
All other, specify 
 
7. rFVIIa Dose Information 
 
Indicate in the comments box whether administration of rFVIIa was for preventive or emergent reasons. 
 
rFVIIa Dose Dose Units (e.g. 

mg or ug/kg) 
Uniform, Mean, 
or Median 
Dose? (Use 
codes U, MN, 
MD) 

SD (or Range or 
IQR), if 
applicable 

Number of 
rFVIIa doses 

Comments 
(e.g. specify if 
variance is 
range or 
IQR) 

      
 
8. Time/Location of rVIIa administration  
Before or at onset of surgery     
During surgery, or after, but while still in OR 
Postoperatively (e.g. in ICU), but prior to any reoperation  
Return from reoperation for bleeding 
All other, describe  
Not reported or Unclear 
 
Patient demographics and other information 
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Basic Demographic 
9. If different than number of subjects randomized to each group, specify the number of patients with reported 
demographic/baseline data:  
N Intervention N Control Comments 
   
 
 
Variable N (or Mean 

or Median) 
Intervention 

SD (or 
Range or 
IQR) 
Intervention 

N (or 
Mean or 
Median) 
Control 

SD (or 
Range or 
IQR) 
Control 

Comments (e.g. 
specify other 
variable, units, 
mean/med, 
SD/range/IQR) 

10. Age      
11. Gender      
12. Weight (or BMI or body 
surface area; specify units) 

     

13. Other demographic 1, specify      
14. Other demographic 2, specify      
15. Other demographic 3, specify      
16. Other demographic 4, specify      
 
Baseline categorical variables 

Variable N Intervention  N Control Comments (e.g. specify 
other variable) 

17. History of thrombotic/embolic 
events, specify 

   

18. Emergency surgery    
19. Diabetes    
20. Renal failure    
21. CHF    
22. COPD    
23. Hypertension    
24. Other comorbidity 1, specify    
25. Other comorbidity 2, specify    
26. Other comorbidity 3, specify    
 
Results 
27. If different than the number of subjects randomized to each group, specify the number of patients with reported 
results data:  
N Intervention N Control Comments 
   
 
Results continuous variable 

Event 
Mean (or 
Median) 
Intervention 

SD (or 
Range or 
IQR) 
Intervention 

Mean 
(or 
Median) 
Control 

SD (or 
Range 
or IQR) 
Control 

Time 
Frame 

Comments (e.g. 
specify other 
variable, units, 
mean/med, 
SD/range/IQR) 

28. RBCs transfused 
(packed units)       

29. FFP transfused       
30. Blood loss (or chest 
tube drainage) (mLs)       

31. OR time (hours)       
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32. Length of hospital stay 
(days)       

33. Other result 1, specify       
34. Other result 2, specify       
 
Results categorical variables 

Event N Intervention N Control Comments (e.g. specify 
other variable) 

35. In-hospital mortality    
36. Number of patients 
requiring transfusions, specify    

37. Need for re-operation or re-
transplantation    

38. Other result 3, specify    
39. Other result 4, specify    
 
Harm information 
40. Were harms measured? 
No. If checked here, stop abstraction 
 
41. Was there an explicit follow up time set for determination of harms 
Yes, describe 
 
42. How were harms identified? 
Prospectively, describe 
Retrospectively, describe 
Both prospectively and retrospectively 
Not reported or Unclear 
 
43. Did the study specifically attempt to make the determination that harms were secondary to rFVIIa 
administration? 
Yes, specify how  
 
44. If harms were adjudicated in any way, specify how. 
Blinded panel 
Other  
 
45. If different than the number of subjects randomized to each group, specify the number of patients with reported 
harms data:  
N Intervention N Control Comments 
   
 
Undifferentiated Thomboembolic Harms (i.e. without further delineation) 
 Total events (n) N Intervention N Control Comments 
46. All thromboembolic 
events 

    

 
 
Arterial Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
47. All arterial 
thromboembolic events 
(without further delineation) 

    

48. Myocardial Infarction     
49. Stroke     
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50. Mesenteric thrombosis     
51. Renal infarct     
52. Other arterial 
thromboembolic event, 
specify type in comments box 

    

 
Venous Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
53. All venous 
thromboembolic events 
(without further delineation) 

    

54. Pulmonary embolism     
55. Deep vein thrombosis     
56. Mesenteric vein 
thrombosis 

    

57. Portal vein thrombosis     
58. Thrombosis in right-side 
chamber of heart 

    

59. Other venous 
thromboembolic event, 
specify type in comments box 

    

 
Instrument-related Thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
60. All instrument-related 
thromboembolic events 
(without further delineation) 

    

61. ECMO-related 
thromboembolic events 

    

62. Arterial line clot     
63. Venous line clot     
64. Other instrument-related 
thromboembolic event, 
specify type in comments box 

    

 
Other NON-thromboembolic Harms 
Event Total Events (n) N Intervention N Control Comments 
65. Multi-organ failure     
66. Cardiogenic shock/need 
for balloon pump  

    

67. Respiratory failure/ARDS     
68. Renal failure     
69. Sepsis     
70. DIC     
71. Other event #1, specify     
72. Other event #2, specify     
73. Other event #3, specify     
74. Other event #4, specify     
75. Other event #5, specify     
 
76. Do you have any other comments? Please use this space to describe any relevant information that could not be 
collected on this form. 
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Appendix F: Strength of Evidence and Applicability Assessment Forms 
 

Strength of Evidence Assessment form for:  * Clinical Domain of:  [  ___________________________________________________  ] 
 
 * Outcome(s) of:  [  ___________________________________________________  ] 
  
       
Outcome of 
Interest 

Numbe
r of 
Studies 

Number of  
Subjects 

Domains Pertaining to Strength of Evidence Estimated 
Magnitude  
of Effect  
 

Effect 
of 
rFVIIa 
Dosage 

Overall 
Strength  
of  
Evidence 
Grade 

RFVII
a 

Usual 
Care 

Risk of Bias Domains Consistenc
y 

Directness Precision 

Design Quality Summary 
Risk of 
Bias* 

1.    RCTs         

   Comp Obs        

2.    RCTs         

   Comp Obs        

3.    RCTs         

   Comp Obs        

4.    RCTs         

   Comp Obs        

5.    RCTs         

   Comp Obs        

RCT, randomized controlled trial; Comp Obs, comparative observational study; SOE, strength of evidence. 
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*For further details on assigning a summary risk score, see guidance document. 
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