














































































































































































Denosumab Indication
 Postmenopausal osteoporosis    
 Bone loss from hormone ablation therapy
 Please specify diagnosis
 
 Advanced cancer with bone metastasis
 Please specify cancer    
 Other
 Please specify 
      
 Don’t know 

DENOSUMAB ADMINISTRATION / INFORMATION (Please indicate dates as DD/MM/YYYY)

PATIENT / CASE ADMINISTRATIVE INFORMATION (Please indicate dates as DD/MM/YYYY)
Patient Identifier Patient Initials Date of Event Onset Date of This Report

Study No. Safety Database No.

Event Reported Term

Denosumab Dose
 60 mg SC every 6 months 120 mg SC every 4 weeks
 Other     Please specify
 Don’t know
Denosumab Exposure
Denosumab first administered (date)
Last denosumab dose before event (date)
 Doses of denosumab were skipped        No       Yes       Unknown
 If yes, please specify
 Doses of denosumab given after event began       No       Yes      Unknown
 If yes, date of first dose following start of event 

 Clinical Trial 
 Post-marketing

AER #

Amgen
Office Fax:

v 30April2015

DENOSUMAB Core Questionnaire
Osteonecrosis of the Jaw

CONTINUED ON NEXT PAGE

This form is subject to applicable laws governing the protection of personal information. The information provided on this form may be transferred and processed outside of the country in which it is collected. Amgen does not wish to receive information 
through which a patient can be identified therefore please do not provide any information other than the specific information required by this form. This prohibition includes, for example, name, address, telephone number and government issued identifier.

Age at time of event:
Gender: Male         Female Weight: lb kg 

     No       Yes       Unknown; Please describe

REPORTER  Name:
Address:
City:
Country:
Email:
Phone: (include country code)

Signature
Title Date

State/
Province:
Postal Code:

Visible evidence of exposed bone, or bone that can be probed through an 
intraoral or extraoral fistula(e) in the maxillofacial region:

Date exposed bone was first visualized/probed: 
Exposed bone or probed bone that has persisted for more than eight weeks:      
     No       Yes       Unknown
Prior history of radiation therapy to jaw:  
      No       Yes       Unknown
Prior history of metastatic disease to jaw: 
      No       Yes       Unknown
     Describe:

Please indicate the location of 
involved area(s) on the diagram at right 
(mark site(s) clearly with ‘X’).

Please describe location(s):
 Right  maxilla, teeth and lateral jaw
 Left maxilla, teeth and lateral jaw
 Right maxilla, medial jaw
 Left maxilla, medial jaw
 Right mandible teeth and lateral jaw
 Left mandible teeth and lateral jaw
 Right mandible, medial jaw
 Left mandible, medial jaw
 Maxilla hard palate 
 Other (specify)

Oral Findings
Evidence of infection:       No       Yes       Unknown
 Please describe

Exposed bone at the site of extraction:            No       Yes       Unknown
Complete coverage of involved area(s) by mucosa:      No       Yes      Unknown
 If yes, date of complete mucosal coverage
 

EVIDENCE OF EXPOSED BONE (Please indicate dates as DD/MM/YYYY)

CLINICAL SYMPTOMS (Please indicate dates as DD/MM/YYYY)

Date of first clinical signs/symptoms in the mouth (eg. infection, pain, 
inflammation):  
 Please describe the clinical signs/symptoms/location:

Patient’s LeftPatient’s Right Maxilla

Mandible
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PATIENT / CASE ADMINISTRATIVE INFORMATION (Please indicate all dates as DD/MM/YYYY)
Patient Identifier Patient Initials Safety Database No.

AER #

Amgen
Office Fax:

v 30April2015

DENOSUMAB Core Questionnaire
Osteonecrosis of the Jaw (continued)

This form is subject to applicable laws governing the protection of personal information. The information provided on this form may be transferred and processed outside of the country in which it is collected. Amgen does not wish to receive information 
through which a patient can be identified therefore please do not provide any information other than the specific information required by this form. This prohibition includes, for example, name, address, telephone number and government issued identifier.

REPORTER  Name:
Address:
City:
Country:
Email:
Phone: (include country code)

Signature
Title Date

State/
Province:
Postal Code:

PO bisphosphonate        No       Yes       Unknown
 If yes, agent(s)/dose 
 Start date               Stop date
IV bisphosphonate        No       Yes       Unknown        If yes, agent(s)/dose
 Start date               Stop date
Glucocorticoid use within the past 12 months        No       Yes       Unknown        If yes, agent(s)/dose
 Start date               Stop date
Immunosuppressant use within the past 12 months        No       Yes       Unknown        If yes, agent(s)/dose
 Start date               Stop date
Chemotherapy within the past 12 months        No       Yes       Unknown        If yes, agent(s)/dose
 Start date               Stop date
Anti-angiogenic agents (e.g. bevacizumab) within the past 12 months        No       Yes       Unknown        If yes, agent(s)/dose
 Start date               Stop date

History of poor oral hygiene       No       Yes       Unknown 
Dental extraction recently           No       Yes       Unknown     If yes, date of procedure 
Dental surgery recently              No       Yes       Unknown     If yes, date of procedure 
Periodontal disease including gingival bleeding, calculus, etc.        No       Yes       Unknown        Start date                          Stop date
Draining fistula in affected area        No       Yes       Unknown        Start date                          Stop date
Dental abscess in affected area        No       Yes       Unknown        Start date                          Stop date
Osteomyelitis in affected area        No       Yes       Unknown        Start date                       Stop date
Root-canal treatment near affected area       No       Yes       Unknown        If yes, date of treatment                           
Dental treatment, surgery or tooth extraction to the involved area within the last 4–6 months PRIOR to the onset of the oral lesion       No       Yes       Unknown
History of dentures / dental appliance / implant        No       Yes       Unknown        If yes, please specify        Upper       Lower
 Area of lesion at or near a contact point        No       Yes       Unknown

Dental / oral surgery / stomatology consultations        No       Yes       Unknown         If yes, please give date of examination 
 Please provide any consult reports, radiographs, pictures if available

CONSULTATIONS (Please indicate all dates as DD/MM/YYYY) 

Antibiotics        No       Yes       Unknown      If yes, agent(s)/route/dose     Start date                        Stop date
 Please describe outcomes of treatment
Oral rinses        No       Yes       Unknown      If yes, agent(s)/dose 
 Please describe outcomes of treatment
Oral surgery        No       Yes       Unknown      If yes, type of surgery 
 Start date              Stop date
 Please describe outcomes of treatment
Hospitalizations        No       Yes       Unknown      If yes, reason for hospitalization 
 Hospitalization begin date                             Hospitalization end date
 Please describe outcomes of treatment

TREATMENT INFORMATION (Please indicate what treatments were administered and indicate dates as DD/MM/YYYY)

DENTAL HISTORY (Please indicate all dates as DD/MM/YYYY) 

MEDICATIONS (Please indicate all dates as DD/MM/YYYY) 

Current smoker        No       Yes       Unknown  
 If yes, estimated number of pack-years
 If past smoker, stop date
Alcohol consumption        No       Yes       Unknown
 If yes, estimated of drinks per week
Diabetes        No       Yes       Unknown     If yes,       Type I        Type II 

OTHER HISTORY (Please indicate all dates as DD/MM/YYYY) 

CONTINUED FROM PREVIOUS PAGE
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AER #DENOSUMAB Core Questionnaire
POSTMARKETING REPORTS OF POTENTIAL ATYPICAL FRACTURE

(low energy, subtrochanteric/femoral shaft fractures)

v.1Nov2015

Denosumab Dose:          60 mg SC every 6 months          120 mg SC every 4 weeks
 Other (please specify)                                                    Don’t know
Denosumab Exposure:
Denosumab first administered (date)     
Last denosumab dose before event (date)
Doses of denosumab were skipped        Yes       No        Unknown
 If yes, please specify
Doses of denosumab given after event began       Yes       No       Unknown
 If yes, date of first dose following start of event 

Denosumab Indication:
 Postmenopausal osteoporosis    
 Bone loss from hormone ablation therapy
 Please specify diagnosis
  Advanced cancer with bone metastasis
 Please specify cancer    
 Other (please specify)
 Don’t know 

DENOSUMAB ADMINISTRATION / INFORMATION (Please indicate dates as DD/MM/YYYY)

PATIENT / CASE ADMINISTRATIVE INFORMATION (Please indicate dates as DD/MM/YYYY)

Patient Identifier Patient Initials Date of Event Onset Date of This Report

Study Number (If applicable)

Event 

This form is subject to applicable laws governing the protection of personal information. The information provided on this form may be transferred and processed outside of the country in which it is collected. Amgen does not wish to receive information 
through which a patient can be identified therefore please do not provide any information other than the specific information required by this form. This prohibition includes, for example, name, address, telephone number and government issued identifier.

Age at time of event:

Gender: Male         Female Weight: lb kg 

CONTINUED ON NEXT PAGE (PAGE 1 OF 2)

Type of trauma reported at time of fracture: 
 No trauma 
 Fall from standing height or less
 Fall on stairs, steps or curbs
 Fall from the height of stool, chair, first rung on a ladder or equivalent 
      (about 20 inches)

 Minimal trauma other than a fall
 Fall from higher than the height of a stool, chair, first rung on a ladder 
      or equivalent (> 20 inches)
 Severe trauma other than a fall (e.g., car accident)
 Unknown type of trauma

Early symptom of pain over fracture site:
 Pain at site at rest
 Pain at site with weight bearing
 None

Fracture healed (union) within 6 months        Yes        No        Unknown
 If yes:
  Date of fracture union (DD/MM/YYYY): 
  Patient able to walk without assistance:        Yes        No        Unknown
  Fracture union confirmed through imaging:        Yes        No        Unknown
  If yes, check all diagnostic imaging that applies:      X-ray       CT scan       MRI 

DIAGNOSIS (Check all that apply)      

Location of fracture: 
 Femur neck
 Femur distal 
 Femur midshaft
 Femur intertrochanter
 Femur subtrochanter
 Other location (specify):

Diagnostic imaging used to confirm fracture:
 X-ray       CT scan        MRI

Date of imaging at time of femur fracture (DD/MM/YYYY):

      Please attach a copy of applicable radiology report(s).

Was this a pathological fracture associated with bone tumor or 
miscellaneous bone diseases (e.g. Paget's disease, fibrous dysplasia)?  
 Yes       No       Unknown

Type of fracture: 
 Transverse
 Oblique
 Spiral
 Not reported  

Fracture radiology report includes: 
 Simple transverse or oblique (30°) fracture with beaking of the cortex:
  Yes        No        Not reported 

 Diffuse cortical thickening of the proximal femoral shaft
  Yes        No        Not reported

:
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Date of This Report

Amgen
Office Fax:

REPORTER  
Name:
Address:
City:
Country:
Email:
Phone: (include country code)
Signature
Title   Date

State/
Province:
Postal Code:

PATIENT / CASE ADMINISTRATIVE INFORMATION (Please indicate all dates as DD/MM/YYYY)

Patient Identifier Patient Initials 

This form is subject to applicable laws governing the protection of personal information. The information provided on this form may be transferred and processed outside of the country in which it is collected. Amgen does not wish to receive information 
through which a patient can be identified therefore please do not provide any information other than the specific information required by this form. This prohibition includes, for example, name, address, telephone number and government issued identifier.

TREATMENT (Please provide dates and indicate attachments if available) 

MEDICAL HISTORY/RISK FACTORS (Check all that apply, provide dates and attach relevant reports)

Methods to reduce and set fracture:  
 Non-surgical reduction        
 Casting        
 Surgery
 Revision surgery (2nd surgery)

 
 Other 

General:
 History or current corticosteroid use
 Affected hip with prior surgical pinning
 Affected hip with prior hip replacement

Cancer:
     Evidence of any metastases:            Yes       No        Unknown
        If yes, did metastasis involve bone?       Yes       No        Unknown
        Metastasis in femur where fracture occurred?       Yes       No        Unknown
     
Past medical and surgical history:

Medication history (include dose, frequency, and dates of treatment):

Copies of records/consults/radiology report attached?        Yes        No 

Prior osteoporosis therapy:
 Estrogen
 Selective estrogen receptor modulator (SERM)
 Bisphosphonate (please indicate)
  Intravenous              Oral 
     If yes, how long has therapy been received? (months, years)

 Parathyroid hormone

 
 Unknown 

(PAGE 2 of 2)

DENOSUMAB Core Questionnaire
POSTMARKETING REPORTS OF POTENTIAL ATYPICAL FRACTURE

(low energy, subtrochanteric/femoral shaft fractures)

AER #
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