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Additional information re: complications (if nacessary):
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Maryland Department of Health and Mental Hygiene

201 W. Preston Street • Baltimore, Maryland 21201 

                                            Martin O’Malley, Governor – Anthony G. Brown, Lt. Governor – Joshua M. Sharfstein, M.D., Secretary 

    HEALTH OFFICER MEMORANDUM



DATE:

    October 15, 2014



CCPC HO Memo #14-30

TO:
Health Officers


CRF/CPEST Program Directors, Coordinators, and Staff


SAHC Program Directors, Coordinators, and Staff


CDB Users

FROM:
Barbara Andrews

Program Manager, Cigarette Restitution Fund Programs, Center for Cancer Prevention and Control

RE:
Revised Guidelines for Reporting Complications to DHMH (CDB Guidance #71) and Complications Payment Policy
The guidance for reporting complications to DHMH has been revised, and a policy regarding payment for complications will be implemented. This document will update HO Memo # 11-17.

1. Guidance for Reporting Complications to DHMH
The document “Guidelines for Reporting Complications to DMHM” has been revised.  This document will update HO Memo #11-17. 

The guidelines outline the procedure for the reporting of complications.  There are several items of note: 

· Local programs are required to enter all complications reported to the program into the Client Database (CDB) by selecting the applicable complication(s) from a list. 

· Local programs are still requested to report verbally to the CCPC only “major complications” (as defined in the guidelines). 
· If a Nurse Case Manager in a local program is uncertain as to whether an event should be defined as a complication, the Nurse Case Manager should consult the LHD practitioner providing medical oversight of the CRF/CPEST program and the appropriate Medical Case Manager(s)  (i.e. obtain input from the clinical providers) for a determination.  The Nurse Case Manager should contact CCPC clinical staff if a determination is not able to be made or if further guidance is needed.

2. Policy for Payment of Complications

As part of its grant application, each local program provides policies/procedures and defines how the CRF/CPEST grant will pay for, or link to, necessary care for complications that may occur during screening, diagnosis and/or treatment procedures. Nurse Case Managers should refer to the LHD policy stated in its’ grant application to determine if payment should be provided for a procedure/visit related to a complication. For common complications such as colonic perforations or bleeding/abdominal pain, Nurse Case Managers should determine whether payment should be provided based on the LHD’s policy stated in the grant application. For less common and/or unique complications such those involving underlying medical conditions, if the Nurse Case Manager is unable to determine whether the complication resulted from a CRF/CPEST funded procedure, the Nurse Case Manager should consult the LHD practitioner providing medical oversight of the CPEST program and the appropriate Medical Case Manager(s) (i.e. obtain input from the clinical providers) for a determination.  The Nurse Case Manager should contact CCPC clinical staff if a determination is not able to be made or if further guidance is needed.
Should you have any questions, please let me know (barbara.andrews@maryland.gov or 410-767-5123).
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Guidelines for Reporting Complications to DHMH

Purpose:  The purpose of these guidelines is to:

· Define “complication”

· Outline procedures for reporting a complication to the Maryland Department of Health and Mental Hygiene, Center for Cancer Prevention and Control (DHMH, CCPC)

· Outline procedures for determining whether an event is a complication

· Update Health Officer Memo #11-17 with Health Officer Memo #14-30

Definitions:

“Complication” (or “Procedure Incident”) is an adverse event occurring in preparation of, during, after a procedure, or in relation to a procedure, including but not limited to:  colonic perforation, bleeding or abdominal pain requiring a doctor’s visit, emergency room (ER) visit or hospitalization, drug reaction that may require an ER visit or hospitalization (e.g., allergic reaction, prolonged nausea/vomiting), stroke, myocardial infarction (MI), or death within 30 days of the procedure, if known (and cause of death, even if not procedure-related).  

If a situation arises that is out of the ordinary, particularly if it leads to additional costs or provider visits, and/or you are uncertain as to whether it is a complication, consult the LHD practitioner providing medical oversight of the CPEST program and the appropriate Medical Case Manager(s)  (i.e. obtain input from the clinical providers) for a determination.  Contact CCPC clinical staff if you’re unable to make a determination or if further guidance is needed.

“Major” complications require verbal notification to CCPC.  

· A “major” complication is defined as a:  perforation, hospitalization, bleeding that requires transfusion, bleeding that requires unplanned endoscopic intervention, surgery, heart attack, stroke, or death that occurs within 30 days following the procedure or treatment.

Examples:

Examples of events that ARE NOT considered complications include:  “marked redundancy-scope could not be advanced further,” “patient experienced discomfort and abdominal pain during the procedure, but no follow-up required,” “poor bowel prep,” “visited ER with headache; diagnosis was chronic sinusitis.” These should be noted in the section titled “Comments on Findings” within the “Findings” section for the procedure or treatment you are entering into the CDB.

Examples of Complications of Procedures occurring within 30 days of the procedure:

Complication occurring during the procedure and resolved during the procedure:

· Bradycardia

· Hypotension

· Abnormal EKG

· Combative, complained of discomfort, agitated, nausea/diaphoresis

· Allergic reaction to antibiotics given pre colonoscopy

· Episode such as bleeding that necessitated stopping the procedure

Complications occurring during the procedure that were not resolved during the procedure and required a doctor’s visit, X-ray, hospitalization, or a visit to Emergency Department (ED):

· Abnormal EKG—suspect MI

· Atrial fibrillation, rapid ventricular response

· Perforation

· Profuse vomiting

· Abdominal pain

Complications occurring after the procedure (e.g., following discharge from colonoscopy suite):

· Diabetic:  hyperglycemia requiring hospitalization/ICU

· Perforation

· Bleeding

· Fainting

· Abdominal pain requiring doctor’s visit, hospitalization, or visit to ED

· Dizziness

· Back pain requiring doctor’s visit, hospitalization, or visit to ED

Examples of Complications of Treatment occurring within 30 days of treatment
· Injury to ureter--repaired

· Post operative wound infection

· Myocardial infarction (MI)

· Deep vein thrombosis (DVT) with pulmonary emboli

· Death (from MI, DVT, underlying illness [diabetes])

Procedures for Reporting a Complication:

1. Local CPEST program staff will instruct clients to call the endoscopist if any adverse event such as bleeding, abdominal pain, fainting, etc. occurs after the procedure; if after hours or an emergency situation, clients will be instructed to follow their endoscopist’s instruction, call 911, or go to an emergency room.  
2. Local CPEST program staff will provide a verbal notification of any major complication (as defined above) by telephone, fax, or e-mail to the Cigarette Restitution Fund Programs Unit Nurse Consultant at DHMH/CCPC within 24 hours of being notified. The CRF Program 

Manager may be contacted in the absence of the Nurse Consultant. Local CPEST program staff should also inform the LHD practitioner providing medical oversight of the CPEST program for review of the case. 

3. For most complications, the local CPEST program staff will enter client-specific information into the Client Database (CDB) with Complication fields within 24 hours of being notified.  Most modules or ‘Additional Procedure’ pages have a complication field associated with it (Figure 1).  

Figure 1: CDB screenshot of Complications Fields
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4. To enter information on complications into the CDB (Figure 1): 

a. For Complications of Procedures, click the “Yes” radio button if the client has a complication(s).

b. For Complication Type, please select all complications from the list provided as is applicable to the case.

i. Multiple complications can be chosen for one case.

ii. If “Other” is selected, please provide descriptive information for this complication in text field provided.

c. In the text field for Additional information re: complications, optional supplementary information about the case complication can be provided if necessary.

5. For complications arising from prescreening exams or prescreening visits, this data should be recorded in the Significant Findings section on page 3 (Figure 2).

Figure 2: CDB Screenshot of Prescreening Complications Entry in Significant Findings


6. CCPC staff may call local CPEST program staff to collect additional information regarding major complications/events in your screening programs such as procedures and costs of follow-up for complications.
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