Procedures for Adverse Events & Preexisting Conditions
What Is an Adverse Event?

An adverse event is any unfavorable or unexpected occurrence, sign, symptom, disease, or psychological reaction temporally associated with the research study, whether or not it is actually related to the study.

Adverse events can be classified as:

· serious or non-serious
· anticipated or unanticipated
· medical or psychological 
· study-related, possibly study-related, or not study-related  

We are required to report all unanticipated problems and serious adverse events to the IRB.  Therefore, it is very important to address all types of adverse events immediately and document them thoroughly.
Examples of Adverse Events
· serious: results in death, illness requiring hospitalization, events deemed life-threatening, results in persistent or significant disability/incapacity, a congenital anomaly/birth defect, serious medical condition 

· non-serious: skin irritation due to sensor application
· anticipated: side effects documented in the IRB protocol and/or consent form, such as emotional reactions to IAPS pictures

· unanticipated: heart arrhythmia detected on the ECG
· medical: upset stomach, headache
· psychological: emotional reaction to items on a questionnaire, suicidal ideation 

· study-related: infection at the blood draw site
· possibly study-related: nausea, vomiting
· not study-related: car accident while enrolled in the study
Supervisor & Clinician Contact Information

Contact First:

Heather Abercrombie (Principal Investigator)

WISPIC:
608-263-6126



Home:

608-442-6032



Cell:

608-577-8281



Pager:

608-265-7000 ext.1168

Erin Walsh (Post Doc)



WISPIC:
608-263-6114



Cell: 

520-440-4228

Roxanne Hoks (Lab Manager)



WISPIC:
608-263-6114



Cell:

608-575-8918

Only Contact If Necessary:

Charlotte Ladd (Study Physician)



WISPIC: 
608-263-6100, pager 2694
Home:

608-467-2540 – for off hours
Cell:
608-515-4174 – can call if need to contact during the day; better to page thru front desk
Pager:
608-263-6100 ext. 2694
David Plante (Study Physician)
Cell: 

919-225-2579
Pager:

608-263-6400 (hospital operator)


WI Sleep:
608-232-3333 – if can’t reach by cell or pager
Jack Nitschke (Clinical Consultant)



WISPIC: 
608-263-6083


Waisman: 
608-262-8600



Cell: 

608-220-8538
How to Make Calls from a University Phone
· Local calls: Dial “9” then the phone number
· Long distance calls: Dial “8-1” then the area code and phone number
· University calls: Dial the last 5 digits of the phone number (i.e., 3-6114 for the Abercrombie Lab)
How to Address Adverse Events
Assess the Problem 
· What is the nature of the problem?  
· Is it an emergency?
· Is it medical or psychological?  
REMEMBER 

· Do not give subjects any over-the-counter or prescription medication (except IRB approved study medications).
· Do not transport a study participant in your own car.

· Do not give home phone numbers for study staff to subjects.
Medical Problems
· Emergencies: 
· Call 911.
· End the session.
· Contact Heather and your supervisors by phone immediately.
· Document the occurrence using template in Appendix A.
· Email documentation to Heather and your supervisors.
· Severe physical distress (non-emergency):
· End the session. (We do not want data from someone who is ill or in pain.)  
· Reassure the participant that they will be paid (or given credit).  
· Offer assistance:

· Would the subject like to use the phone to contact their doctor or others?

· Does the subject have a safe way home?  If not, offer a free cab ride.

· Call Union Cab (242-2000) and use the Abercrombie Laboratory account (# 8989; see “Union Cab Ride” form for more information).  Email Roxanne and Heather to let them know that Union Cab was used, along with the pick-up and drop-off locations.  Again, do not transport a study participant in your own car.  
· Document the occurrence using template in Appendix A.
· Email the documentation to Heather and your supervisors after the session.
· Minor physical distress: 
· Offer assistance to alleviate the problem: cup of water, allowing the subject to walk around.  Again, do not give subjects any over-the-counter or prescription medication (except IRB approved study medications).
· Encourage participants to continue with the session if feeling well enough.  If the participant requests to end the session, do so immediately.  Inform them that they will be compensated for their time in the study (i.e., money or credits).
· Document the occurrence on the session Run Log.

· Email the documentation to Heather and your supervisors after the session.
Psychological Problems
· Minor emotional reactions (tearfulness or agitation): 
· Assess how the subject is doing, express empathy and kindness, and offer assistance.  Do not assume that just because a person has an emotional reaction they are incapacitated.  Possible things to say:
· “How are you doing?”
· Normalize the participant’s reaction by saying, “Some of our stimuli can be distressing and tap into painful emotions.  Other participants occasionally have the same kind of reaction that you’re experiencing.  It’s completely normal to feel that way. In fact, these kinds of emotions are what our project is designed to study.”
· “Would you like to take a break?”
· “Are you okay with continuing the experiment?”  (If not, find out if they need a cab ride home.)
· “Is there anything I can do to help?”
· “Would you like to use the restroom or have a minute alone?”
· “Would you like to talk to a friend?  Maybe that would help you feel better.  You can use this phone here.” 
· Encourage participants to continue with the session if feeling well enough.  If the participant requests to end the session, do so immediately.  Inform them that they will be compensated for their time in the study (i.e., money or credits).
· Ask if subject would like to talk to Heather (if necessary):
· “Would you like to talk to Dr. Abercrombie, the director of the lab?  She would be glad to talk to you about your experiences.  If so, what number should she call to reach you?”  Do not give home phone numbers to subjects.
· If the subject indicates that their reaction is related to ongoing stress in their life, it may be appropriate to offer a Therapeutic Resources list.  
· When you are not in the presence of the participant, document the occurrence using template in Appendix A.
· Email the documentation to Heather and your supervisors after the session.
· Suicidality, severe distress, and psychopathology:  
· If a subject clearly reports or shows clear evidence of: 

· Active suicidal ideation, intent, and/or plan

· Major emotional distress (e.g., Prolonged crying; Excessive hostility/irritability; Dissociation/Detachment from reality)

· Non-suicidal self-injurious behavior that requires medical attention
· Then, follow the outlined procedures:

· If the subject is in clear & imminent danger, get help from personnel in the area. Contact 911.
· If imminent danger is not apparent, contact clinically-trained study personnel. They will conduct a risk assessment, discuss support options, and determine a plan of action.

· Primary clinical personnel: Heather Abercrombie and Erin Walsh.

· Secondary clinical personnel: Jack Nitschke.

· Study physicians: David Plante and Charlotte Ladd.
· Guidelines for addressing the participant:

· In general: Express warmth, empathy, and validation. 

· Say:

“It seems you are experiencing some distress. Let’s take a break. I’d like you to touch base with my supervisor so that they can ask you a few questions. We want to ensure you are safe and feel comfortable before we decide whether or not to continue with the study at this time.”
· If the subject refuses, encourage her to take the phone call (e.g., “I am required by the university to do this.  [Name] is very kind and helpful.”).  If they refuse twice, finish the session with the subject and discuss your options with the clinician on the phone. 
· If the participant refuses and is in imminent danger, call 911.
· After clinically-trained study personnel speaks with the participant, talk to the clinician to determine what the plan is. Obtain a commitment from the participant to follow through with the plan. Here are some possible plans:

· If the participant has agreed that they can remain safe, provide the participant with Heather’s Card (located in Roxanne’s top left desk drawer) and obtain the participant’s phone number.

· If the participant is going to the ER, call them a cab or find out if a friend/family member can pick them up (preferably a family member or friend will transport the subject).  If clinically-trained personnel assess that the individual is safe to transport herself to the ER, ask the person to contact us once they have arrived at the ER. Call the ER to let them know that the subject is coming.  The default ER is the UW ER (262-2122; ask for the psychiatric resident on call). If the subject is going to a different ER, call the ER at that hospital.  
· If the subject is in imminent danger, call 911.
· Document the occurrence using template in Appendix A.
· Email the documentation to Heather and your supervisors after the session.
· Notes on Assessment of Suicidality:

· For every session, it is imperative to review administered self-report instruments that assess suicidal ideation. Review of these instruments must take place while the subject is present in the lab. For the current study, instruments administered each session will include the Beck Depression Inventory (BDI) and/or the Mood and Anxiety Symptom Questionnaire (MASQ).
· BDI: Subjects indicate the item that describes them the best.
Item #9) Suicidal Thoughts or Wishes
0 I don’t have any thoughts of killing myself.

1 I have thoughts of killing myself, but I would not carry them out.

2 I would like to kill myself.

3 I would kill myself if I had the chance.
· If the subject endorses a 0 for this item, no further action is required.

· If the subject endorses a 1 for this item, offer the Therapeutic Resources list, saying that you noticed on their questionnaires that they endorsed items showing that they are feeling distressed.   As long as the subject has not circled a 2 or 3 for this item, it is not necessary to obtain further assistance unless a 4 or 5 is endorsed on the MASQ suicide item.  

· If the subject endorses a 2 or 3 for this item, obtain further assistance (see above procedures).
· MASQ: Subjects rate how much they have felt or experienced the things described in items on the questionnaire.
Item: Thought about death or suicide. 
(Item #61, short form; Item #89, standard form) 

Rating scale: 1 = not at all --  5 = extremely
· If the subject endorses a 1 for this item, no further action is required.

· If the subject endorses a 2 or 3 for this item, offer the Therapeutic Resources list, saying that you noticed on their questionnaires that they endorsed items showing that they are feeling distressed.   If the subject’s response is less than a 4 for this item, it is not necessary to obtain further assistance unless a 2 or 3 is endorsed on the BDI suicide item. 

· If the subject endorses a 4 or 5 for this item, obtain further assistance (see above procedures). 
· Notes on Contacting 911:

· Lab members would only call 911 if: 2 or 3 were endorsed on the BDI (or 4 or 5 for MASQ) and the participant indicated that they had a plan to commit suicide and/or the participant's functioning was severely impaired (e.g., they appeared drunk, psychotic or manic).  We should only use 911 if it is clearly an emergency
Follow-Up Calls
After all of these situations, Heather and/or the Study Coordinator will determine if a follow-up call is needed.  Should such a call be made, it is important to respect the privacy of study participants.  We do not want roommates, spouses, etc. to know that a call is coming from the Psychiatry Department; rather, identify yourself as being “from the University.”  Unless you know the study participant lives alone, do not leave an answering machine message.  If the study participant endorsed suicidal ideation DO NOT make a follow-up call.  The clinician who conducted the assessment will make the decision regarding future contacts.

How to Address Preexisting Conditions
What Is a Preexisting Condition?  

A preexisting condition is a condition that may exclude a subject from study participation (e.g., pregnancy, high blood pressure, diabetes, certain medications, or a current illness).
How to Address Preexisting Conditions
Individuals with preexisting conditions that rule out study participation are typically excluded during phone screening or a screening session.  However, if you learn that a subject has a condition that may rule out study participation prior to or during an experimental session, you have 3 options:
1. Continue with the session

2. Cancel the session and reschedule it to a later date

3. Withdraw the subject from the study

Determining how to proceed:
1. Consult the Inclusion/Exclusion Criteria to verify that the condition excludes the subject.

2. Consider the following:

a. What effects does the condition have on subject safety?

b. How would the condition affect study results?

c. Can the session be rescheduled?  Does the session have to happen at a specific time?  Is staff available at a different time?  Can we reserve the room for the session at another time?  Does rescheduling the session significantly increase subject burden?
d. How long will the condition last?  Is it transient (e.g., a cold or the flu) or permanent (e.g., diabetes)?
3. Continue with the session if:
a. The condition is minor (e.g., a cold or the flu, took an allergy medication) and the session cannot easily be rescheduled
4. Cancel the session and reschedule it to a later date if:
a. The condition is minor (e.g., a cold or the flu, taking an antibiotic for the next week), transient, and the session can easily be rescheduled
5. Withdraw the subject if:
a. The condition may put the subject at risk during study participation (e.g., subject is pregnant, subject receiving an MRI revealed that they have metal in their body that wasn’t previously approved)
b. The condition may significantly affect study results (e.g., subject diagnosed with a hormonal condition, like hyperthyroidism)
Still not sure what to do?  
If you are not sure whether you should run the session, contact your supervisor or others associated with the study.
General Instructions & Tips for Adverse Events
· Always inform your supervisors of any preexisting conditions or adverse events, however minor.

· Do not hesitate to request help from others, even personnel you do not know by name.  

· REMEMBER:  You can always telephone post-docs, graduate students, or full-time staff members at home for help.  Reasons why you might solicit help:

· You cannot reach Heather or your supervisor.

· You need help assessing the nature of the problem.

· You need help determining what actions to take.

· Information about our subjects should remain confidential.  Unless the situation is an emergency that requires breech of confidentiality, do not reveal identifying information (e.g., name, phone number, address) about study participants to others who are not in the lab.  
· If the situation is urgent, and you cannot reach Heather or Erin, please leave the subject’s name and contact information on Heather’s (263-6126) or Erin’s (263-6114) confidential work voicemail.  Please send an email and non-confidential voicemails (cell, home) letting us know that the confidential information is on our office voicemail.

· Note that many of the procedures described in this document will vary slightly for the different studies in the lab.  It is important to anticipate how various occurrences will be handled based on the particulars of your own experiment.  

· Experimenters should have easy access to this list of instructions, a current phone list, and a supply of Therapeutic Resources lists.  
· Subjects who are in the lab for a long period of time can suffer caffeine or nicotine withdrawal, as participants should refrain from using these substances during the study. 

APPENDIX A: TEMPLATE FOR DOCUMENTATION

Subid:



Date: 



Time:
Do not include confidential information (e.g., subject name or birth date) in this documentation.
Who was present? 

Detailed description of the incident including experimenter observation and reports by the participant (signs & symptoms): 

Experimenter response to problem (e.g., what was said; call supervisor; participant call a friend/family member; provide Therapeutic Resources list; provide supervisor’s contact information; consult with other lab members; terminate session):

How did participant react to the experimenter’s response?
What did you do to ensure the safety of the subject? 

What was the outcome of the problem? What follow-up actions will be conducted, if any?
Did you call or send an email (no confidential information) to Heather, Erin, and Roxanne with detailed information about the occurrence?  
_______________________________________________

_______________________

Signature







Date 
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