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Presenter
Presentation Notes
Welcome to the Biovigilance Component, Hemovigilance Module, Incident Reporting training session. 




Objectives 

 Review key terms used in incident reporting. 

 Provide instructions for incident reporting. 
 Required reporting 

 Optional reporting 

 Review case studies for Incident reporting in the 
Hemovigilance Module.  
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Presentation Notes
The objectives for this session are to learn the key terms used in incident reporting, provide instructions for completing required Incident reporting and optional Incident reporting in NHSN, and review incident case studies. 



Hemovigilance Module Incident Form  
and Table of Instructions 
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Presentation Notes
The hard-copy versions of the Hemovigilance Module Incident Form and Table of Instructions can be found on the Website at http://www.cdc.gov/nhsn/acute-care-hospital/bio-hemo/index.html. 



Key Terms in Incident Reporting 

Incident – Any error or accident that could affect the 
quality or efficacy of blood, blood components, or patient 
transfusions. It may or may not result in an adverse 
reaction in a transfusion recipient.  

Near Miss – A subset of incidents that are discovered 
before the start of a transfusion that could have led to a 
wrongful transfusion or an adverse reaction in a 
transfusion recipient.  
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Presentation Notes
An Incident is any error or accident that could affect the quality or efficacy of blood, blood components, or patient transfusions. It may or may not result in an adverse reaction in a transfusion recipient. A Near Miss is a subset of incidents that are discovered before the start of a transfusion that could have led to a wrongful transfusion or an adverse reaction in a transfusion recipient. 



Key Terms in Incident Reporting (cont.) 

Incident Results 

 Product transfused, reaction  
A product related to this incident was transfused; the patient experienced an 
adverse reaction 

 Product transfused, no reaction 
A product related to this incident was transfused; the patient did not 
experience an adverse reaction 

 No product transfused, unplanned recovery 
No product was transfused; the incident was discovered ad hoc, by accident, 
by a human lucky catch, etc. 

 No product transfused, planned recovery 
No product was transfused; the incident was discovered through a 
standardized process or barrier designed to prevent errors 
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Presentation Notes
Incident results are divided into four categories: Product transfused, reaction; product transfused, no reaction; no product transfused, unplanned recovery; and no product transfused, planned recovery. 



Incident Codes 

There are 100+ Incidents defined in the Hemovigilance 
Module.  
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Presentation Notes
A full list of Incident Codes can be found in Section 4 of the protocol.



Process Codes 

Transfusion Services 
 PC  Product Check-in 

 Products received from outside source 

 Returned to inventory from patient care 
area 

 SR  Sample Receipt 

 Receipt of sample in transfusion services 
 ST  Sample Testing 

 Testing of sample, type & crossmatch 
 US  Product Storage 

 Storage of blood and blood products in 
Transfusion Services 

 AV  Available for Issue 
 Quality management of product inventory 

 SE  Product Selection 
 When products are selected for 

transfusion 
 UM  Product Manipulation 

 When pooling, irradiating, dividing, 
thawing, and labeling products 

 UI  Product Issue 
 Issue of blood products from Transfusion 

Services 
 MS  Other 

Clinical Services 
 PR  Product/Test Request 

 Request of a test or product by clinical 
service (online or requisition) 

 SC  Sample Collection 
 Service collecting the samples 

 SH  Sample Handling 
 Paperwork accompanying the sample for 

testing 
 RP  Request for Pick-up 

 Product request  
 UT  Product Administration 

 Product transfused 
 MS  Other 
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Incidents are categorized into two different groups: Transfusion Services and Clinical Services. 



Before Entering Event Forms 

 Be sure that your facility has completed: 

• Annual Facility Survey 

• Monthly Reporting Plan(s) 
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Presentation Notes
Remember that your facility must complete the Annual Facility Survey and Monthly Reporting Plan(s) before data can be entered into NHSN. 



Hemovigilance Module Incidents 
Required Reporting 

 All incidents (i.e., accidents or errors) that are associated 
with a reported adverse reaction must be reported using a 
detailed Incident form. 

 If multiple incidents occur in association with an adverse 
reaction, report all of them on separate Incident forms.  

 Classify incidents using Incident Codes in Section 4 of the 
protocol.  

 Detailed instructions on how to complete the form are 
provided on the Website. 
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Presentation Notes
All incidents (i.e., accidents or errors) that are associated with a reported adverse reaction must be reported using a detailed incident form. If multiple incidents occur in association with an adverse reaction, report all of them. Incident Codes can be found in Section 4 of the protocol and detailed instructions on how to complete the form are provided on the Website.



Hemovigilance Module Incidents 
Required Reporting 

Enter Monthly 
Reporting 

Denominators 
form 

Enter Incident forms for all 
incidents associated with 

an adverse reaction 

PR01 

ST10 

UT07 

Enter 
Monthly 

Reporting 
Plan 
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Monthly Reporting Plans must be entered at the beginning of the month and Incident forms for all incidents associated with an adverse reaction should be entered throughout the month but must be completed within 30 days of the date the incident occurred. The Monthly Reporting Denominators form should also be entered at the end of the month.



Hemovigilance Module Incidents 
Required Reporting 

From the home page, select “Incident“ from the left-hand 
navigation bar and click “Add.” 
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Presentation Notes
From the application Home Page, select “Incident” from the left-hand navigation bar and click “Add.”



Hemovigilance Module Incidents 
Required Reporting 

 Date and time of discovery  
 Enter the date and time the incident was first noticed by staff. 

 Where in the facility was the incident discovered? 
 Select a facility-defined NHSN location. 
 This may or may not be the same location where the incident 

occurred. 
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Presentation Notes
Enter the date and time the incident was noticed. Select a facility-defined NHSN location code for where the incident was first discovered. This location may or may not be the same location where the incident occurred.



Hemovigilance Module Incidents 
Required Reporting 

 How was the incident first discovered? 
 Select the description that most closely describes how the 

incident was initially discovered by staff.   
 If “Other” is selected, include a brief description in the space 

provided.  

 At what point in the process was the incident first 
discovered? 
 Use the Process Codes in Section 4 of the protocol.  
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Presentation Notes
Select the description that most closely describes how the incident was initially discovered. Next, select the Process Code at which the incident was first discovered. Use the Process Codes in Section 4 of the protocol. 



Hemovigilance Module Incidents 
Required Reporting 

 Date and time the incident occurred 
 Enter the date and time the incident first happened.  

 Where in the facility did the incident occur? 
 Select the facility-defined NHSN location.  

 Job function of the worker involved in the incident 
(optional):  
 Use the CDC occupation codes in Section 4 of the protocol. 
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Presentation Notes
Enter the date and time the incident first happened. Select the facility-defined NHSN location code for where in the facility the incident occurred. If entering job function, use the CDC occupation codes in Section 4 of the protocol.  



Hemovigilance Module Incidents 
Required Reporting 

 At what point in the process did the incident first 
occur? 
 Select the process point at which the incident began. 

 Incident code 
 See Section 4 of the protocol for a list of incident codes. 

 Incident summary (optional) 
 Enter a brief, descriptive explanation of exactly what happened. 
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Presentation Notes
Select the process point at which the incident began. Next, enter the NHSN-defined incident code. A drop-down menu will populate with the incident codes corresponding to the process code selected. The incident summary is optional but should be a brief, descriptive explanation of exactly what happened.   



Hemovigilance Module Incidents 
Required Reporting 

 Incident Results 
 Select “Product transfused; reaction” for incidents associated with 

an adverse reaction.  

 “Product action” and “Was a patient reaction associated with this 
incident?”  will be auto-completed. 
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Presentation Notes
Incident result must be “Product transfused; reaction” to meet the protocol requirements for Incident reporting. The next two questions, “Product action” and “Was a patient reaction associated with this incident?”, will be auto-completed.




Hemovigilance Module Incidents 
Required Reporting 

 Enter the Patient ID of the patient that experienced the 
adverse reaction associated with the incident.  

 After the incident record is entered, the adverse reaction 
record must be linked to the incident record.  
 The Patient ID on both forms must match in order to link the 

records.  
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Presentation Notes
Enter the Patient ID of the patient that experienced an adverse reaction associated with the incident. After the incident record is entered, the adverse reaction record must be linked to the incident record. The Patient ID on both forms must match in order to link the records. 



Hemovigilance Module Incidents 
Required Reporting 

 Root Cause Analysis 
 A facility may choose to conduct a formal administrative 

investigation aimed at identifying the problems or causes of an 
incident. 

 If a root cause analysis is performed, check all results that apply. 
Detailed definitions of root cause analysis results can be found in 
Section 4 of the protocol. 
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Presentation Notes
A “root cause analysis” is a formal administrative investigation aimed at identifying the problems or causes of an incident.  See Section 4 of the protocol for detailed definitions of root cause analysis results.  Check “Yes” if a root cause analysis of this incident was performed and check all results of the analysis.  If you are unsure a root cause analysis was performed, answer “No” to this question. 



Don’t forget to SAVE! 

 Remember to SAVE before leaving the page. 
 Forms cannot be left unfinished and completed later. 

 Forms cannot be saved unless all required fields are entered. 
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Do not forget to save before exiting. Forms cannot be left unfinished and completed later. 



Topics Covered So Far… 

 Key terms in incident reporting in NHSN 

 Required Incidents reporting  

Coming Up Next…  
 Optional Incident reporting 
 Incident case studies 
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So far, the key terms in incident reporting and required Incidents reporting have been covered. Next, optional Incidents reporting as well as incident case studies will be discussed. 



Hemovigilance Module Incidents 
Optional Reporting 

 Incidents reported optionally are for facility use only 
and will not be analyzed by CDC.  

 Facilities that wish to conduct comprehensive incident 
surveillance can choose from the following reporting 
methods: 

1. Detailed reporting using Incident forms 

2. Summary reporting using Monthly Incident Summary form 

3. Combination of detailed and summary reporting 
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Presentation Notes
Incidents reported optionally are for facility use only and will not be analyzed by CDC. Facilities that wish to conduct comprehensive incident surveillance can choose from the following reporting methods: detailed reporting using Incident forms, summary reporting using a Monthly Incident Summary form, or a combination of detailed and summary reporting.  



Optional Comprehensive Incident Surveillance 
Detailed Reporting 

Any incident NOT associated with an adverse reaction can 
be optionally reported using a detailed Incident form.  
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Any incident not associated with an adverse reaction can be optionally reported using a detailed Incident form. 



Optional Comprehensive Incident Surveillance 
Summary Reporting 

 Monthly Incident Summary forms should be completed 
for optional summary incidents where only the total 
number of incidents is reported.  

 Optional summary reporting should also include 
required incident data. 
 4 required incidents + 6 optional incidents = 10 total incidents 

reported on Monthly Incident Summary form  

 Continue reporting incidents associated with an 
adverse reaction using Incident forms. 
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Monthly Incident Summary forms should be completed for optional summary incident where only the total number is reported, however, optional summary reporting should also include required incident data. For example, if 4 incidents associated with an adverse reaction occurred in a month and 6 optional incidents the facility wishes to report also occurred, the total number of incidents reported on the Monthly Incident Summary form should be 10. If a facility chooses to report optional data, the facility is still required to continue reporting incidents associated with an adverse reaction using Incident forms.



Hemovigilance Module Monthly Incident 
Summary Form and Tables of Instructions 
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Presentation Notes
The hard-copy versions of the Hemovigilance Module Monthly Incident Summary Form and Table of Instructions can be found on the website at http://www.cdc.gov/nhsn/acute-care-hospital/bio-hemo/index.html. 




Hemovigilance Module Incidents 
Optional Summary Reporting 

Enter Monthly 
Reporting Plan 

Track incident data 
throughout the month 

Enter Monthly  
Incident 
Summary 

Enter Monthly 
Denominators 
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Monthly Reporting Plans must be entered at the beginning of the month and incident data should be tracked throughout the month for reporting at the end of the month. Also, the Monthly Reporting Denominators form must be entered at the end of the month. Remember, continue reporting incidents associated with an adverse reaction using Incident forms even if facilities choose to report optional summary incidents.  




Hemovigilance Module Incidents 
Optional Summary Reporting 

Complete a Monthly Incident Summary form for all 
incidents that occur throughout the reporting month.  
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Presentation Notes
Complete a Monthly Incident Summary form for all incidents that occur throughout the reporting month. 



Hemovigilance Module Incidents 
Optional Summary Reporting 

 Select “Summary Data”   

 Click “Add” 

 Select “Monthly Incident Summary” from the drop-
down menu 

 Click “Continue” 
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Presentation Notes
On the left-hand navigation bar, select “Summary Data,” then select “Add.” In the drop-down menu for Summary Data Type, scroll to and select “Monthly Incident Summary.” Click the “Continue” button to proceed to the next page. 



Hemovigilance Module Incidents 
Optional Summary Reporting 

Select the Month and Year from the drop-down menus. 
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Using the drop-down menus, select the Month and Year. 



Hemovigilance Module Incidents 
Optional Summary Reporting 

 Process and Incident code 
 Use Section 4 in the protocol to help select the appropriate 

code(s). Add additional rows as needed. 

 Total Incidents and Adverse Reactions associated with 
Incidents 
 Enter ‘0’ (zero) if no adverse reactions were associated with the 

incident. 
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The Monthly Incident Summary Form should be entered at the end of each reporting month. Only add additional rows for incidents as needed. Enter the total number of incidents that occurred for the incident code, including all incidents that required a detailed incident report. If no adverse reactions were associated with the incident, enter zero for that incident. 



INCIDENT REPORTING  
CASE STUDIES 
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Presentation Notes
Next, Incident reporting case studies will be covered. 



Case Study #1 
 At 08:30 a.m. on 3/20/2012, the blood bank discovered that a 

wrong unit may have been issued to patient B. Thomas.  The 
technologist called the ICU and asked the nurse to check the 
identification of two units that had been issued for patient B. 
Thomas .  One of the bags issued had the name and hospital 
number of another patient with the same last name.  The 
patient had already received the incorrect unit starting at 04:55 
a.m. that day.  

The attending physician and hematologist were notified 
immediately.  At 8:45 a.m. the patient began to experience 
dyspnea, chest pain, nausea, and developed acute kidney failure 
with an urine output of 40 mL/hr and a rise in creatinine, LDH, 
potassium, and bilirubin.  The hemoglobin dropped from 10.7 to 
8.3. 

The patient did not require dialysis, and urine output was normal 
by the next day.  In the days that followed, hydration was 
maintained at 80 mL/hr and the patient’s renal function 
continued to improve.  She was discharged on 3/25/2012.   
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Presentation Notes
This is an incident that resulted in an adverse reaction in a patient. At 8:30 a.m. on 3/20/2012, the blood bank discovered that a wrong unit may have been issued to patient B. Thomas. The technologist called the ICU and asked the nurse to check the identification of two units that had been issued for patient B. Thomas. One of the bags issued had the name and hospital number of another patient with the same last name. The patient had already received the incorrect unit starting at 4:55 a.m. that day. The attending physician and hematologist were notified immediately. At 8:45 a.m. the patient began to experience dyspnea, chest pain, nausea, and developed acute kidney failure with a urine output of 40 ml/hour and a rise in creatinine, LDH, potassium, and bilirubin. Her hemoglobin dropped from 10.7 to 8.3. She did not require dialysis and urine output was normal by the next day. In the days that followed, hydration was maintained at 80 ml/hr and the patient’s renal function continued to improve. She was discharged on 3/25/2012.



Case Study #1 

Facilities must choose detailed reporting of all incidents on 
the Monthly Reporting Plan and complete a detailed 
Incident form for all incidents associated with an adverse 
reactions.  
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Facilities must choose detailed reporting of all incidents on the Monthly Reporting Plan and complete a detailed Incident form for all incidents associated with an adverse reactions. Choosing detailed reporting of all incidents will reduce the number of alerts. 



Case Study #1 

33 

Presenter
Presentation Notes
The Facility ID # and Incident # will be auto-generated by the system. The Local Incident # or Log # is the number the institution assigns to the error (for example, what appears on the formal incident report or log in the facility). This incident was discovered at 8:30 a.m. on 3/20/2012 when the blood bank, through routine review, discovered that a wrong unit had been issued. The point in the process at which the incident was first discovered was RA or “Post Transfusion Review/Audit.” 



Case Study #1 

This is the same Patient ID # 
that must be used when 
completing an Adverse 
Reaction form in NHSN. 
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The incident occurred on 3/20/2012 at approximately 3:00 a.m. when the wrong unit was issued by the Medical Lab Technician. Therefore, the incident occurred during product issue. The process code is UI 09 or “Not checking/incorrect checking of unit or patient information.” A brief summary of the incident is provided in the text field, but is not required. The incident result is “1 – Product transfused, reaction” because the incident was not caught until after the patient had been transfused.  The patient experienced an adverse reaction and was harmed as a result of the incident. We select “Yes” to the question of whether a patient reaction was associated with the incident and enter the Patient ID # for B. Thomas. This is the same Patient ID # that must be used when completing an Adverse Reaction form in NHSN. 



Case Study #1 

Remember to SAVE the record before navigating away from 
any form in NHSN. 
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The record/other action for this incident included the notification of the floor/clinic and attending physician. It also received root cause analysis and it was deemed to be due to human failure. Lastly, remember to save the record.



Case Study #2 
Optional Incident Reporting 

During March 2012, a hospital decided to collect 
comprehensive incident summary data using the Monthly 
Incident Summary form. During the month, the hospital 
recorded 12 incidents, including one incident that was 
associated with an adverse reaction.  

3 units of RBCs were shipped inappropriately, 1patient was 
collected by mistake, 7 samples had labels that were either 
illegible, incorrect, or incomplete. One patient received the 
wrong product that led to an adverse reaction.  
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Case study #2 is an example of optional incident reporting using the Monthly Incident Summary form. A hospital decided to collect comprehensive incident summary data using the Monthly Incident Summary form. During the month, the hospital recorded 12 incidents, including one incident that was associated with an adverse reaction. 



Case Study #2 
Optional Incident Reporting 

Facilities must choose detailed reporting of all incidents on 
the Monthly Reporting Plan but may enter optional 
summary data using the Monthly Incident Summary form. 
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Facilities must choose detailed reporting of all incidents on the Monthly Reporting Plan and complete a detailed Incident form for all incidents associated with an adverse reactions. Choosing detailed reporting of all incidents will reduce the number of alerts but facilities may enter optional summary data using the Monthly Incident Summary form.




Case Study #2 
Optional Incident Reporting 

38 

Presenter
Presentation Notes
The facility tracked all incidents that occurred during March 2012 and filled out a Monthly Incident Summary form. Of the 12 incidents that occurred during the month, only one required a detailed Incident form. The Incident, UT 02 – Administered wrong product to patient, resulted in an adverse reaction and therefore required a detailed Incident form and must also be linked to the Adverse Reaction form. 



nhsn@cdc.gov  

Questions or Need Help? 
Contact User Support 
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You have completed the Biovigilance Component, Hemovigilance Module, Incident Reporting training session. If you have any questions about NHSN, email user support at nhsn@cdc.gov. 
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