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TREATMENT USE DESCRIPTION

  
[bookmark: top]If an item does not apply to your treatment project, indicate that the question is "not applicable” – do not leave sections blank

Click once on the highlighted entry in each box to provide your response.  Click the item number/letter or word, if hyperlinked, for detailed instructions for that question.  If your response requires inserting a table, picture, etc, you may need to first delete the box that surrounds the answer and then insert your table or other special document.


	[bookmark: II4AaPurpose]1.  Purpose and objectives.           List the purpose and objectives:


	Insert purpose, objectives and treatment questions/hypotheses here.  If you cut and paste from another document, make sure the excerpted material answers the question



	[bookmark: II4AbScientificScholarlyRationale]2.  Background.
Describe past experimental and/or clinical findings leading to this treatment.  
Describe the previously conducted animal and human studies.  
Describe the FDA approved uses of this drug/device in relation to your protocol.  
You may reference sponsor’s full protocol (section) or if none, ensure background includes references.


	a. Background

	Describe here or you may reference sponsor protocol or grant application by page number and section



	b. Current practice

	Describe the current local practice - describe whether the alternative treatments or procedures have been used 




	3.  Population(s). 
Describe the patient population(s) you will be treating.  

	3.a.  How many different populations are you treating in this protocol?  
	Insert number of different populations here

	3.b.  For each different population, provide a short descriptive label:  
               (e.g., diabetics, parents, children, etc.)
Copy and paste additional labels as needed 
	[bookmark: Text9]1.  Insert 1st short descriptive label here
2. Insert 2nd short descriptive label here or delete



	3.c.   For each specific population identified in 3b, provide the following information in the table provided below. 
                                          (For studies with more than one population, copy all of table 3.c. and paste to insert additional tables.)

	Population # 1
	[bookmark: Text10]Population Descriptive Label:  Insert the short label used in 3b

	(1)
	Identify the criteria for inclusion:

	[insert answer #1]

	(2)
	Identify the criteria for exclusion:

	[insert answer #2]

	(3)
	Recruitment Process – identifying potential patients
Describe plans about how the population will be identified for the purpose of recruiting. 
(e.g., database search, personal contacts, referrals, patients under the care of the treatment team, etc.)


	insert answer #3 here and check the correct PHI statement below

	
	Who will access PHI to identify potential patients?  Select one 

	
		[image: ]



	Only those with existing legitimate access to PHI will use it to identify potential patients

	
		[image: ]



	There is a need to allow those without existing legitimate access to PHI to use it to identify potential patients
         (submit Form H, HIPAA Waiver)

	(4)
	[bookmark: whoConductInterview][bookmark: II6APrivacyb]Consent Process
Describe the consent/assent procedures that will be used by the treatment team.  
· Include how:  information is provided; the consent interview is conducted; the consent is signed.
· Identify the staff who will conduct the consent interview by their roles (e.g., physician, nurse).
* If the consent process of a single patients will involve more than one member of the treatment team, describe how this process will be coordinated from start to finish.

	insert answer #4



   
	4.  Informed Consent for Non-English Speaking patients – choose either A, or B 



	A. 
		[image: ]



	Individuals who do not speak English will NOT be treated.   

	B. 
		[image: ]



	Individuals who do not speak English will be treated.   
The translated consent: 

	a. 
		[image: ]



	Will be submitted to the IRB immediately following approval of the English consent.

	b.
		[image: ]



	Is being submitted to the IRB with this submission (not recommended)



   
	5.  Treatment Plan:  

	5.a.  Provide a comprehensive narrative describing the treatment.
     Provide the order in which tests/procedures will be performed,   


	[bookmark: Text2]Provide a comprehensive narrative describing the treatment





  
	6.  List of the treatment procedure(s) considered investigational under this protocol

	#
	Treatment intervention(s) considered investigational under the protocol

Add or delete rows as needed

	1
	Insert treatment intervention 1 here

	2
	Insert treatment intervention 2 here



  
	[bookmark: II4AeRiskBenefit]7.  Risk:Benefit Analysis of treatment interventions considered investigational
For each treatment intervention identified in section 6b above, complete a risk:benefit analysis table.

(Two tables are provided, copy & paste additional tables as needed)




	7a.
Treatment Intervention #1
Insert name used in 6

	List the benefits of this intervention.  (Benefits can be directly from the intervention or from a monitoring procedure likely to contribute to the patient’s well being). 

	

	For this intervention, list the reasonably foreseeable risks
List the risks according to the probability (likely, less likely or rare) and magnitude (serious or not serious).
(include: 1) expected adverse events; 2) rare and serious adverse events; 3) all other psychological, social, legal harms)
Do not delete frequency.  The need to know what to report promptly later = a requirement to estimate frequency. 

	
	Not serious
	Serious 

	Likely
These risks are expected to occur in more than 20 out of 100 patients.
	· 
	· 

	
	Not serious
	Serious

	Less likely 
These risks are expected to occur in 5-20  patients or less out of 100 patients.
	· 
	· 

	
	
	Serious

	Rare 
These risks are expected to occur in less than 5 patients out of 100 
	
	· 



	7a.
Treatment Intervention #2
Insert name used in 6

	List the benefits of this intervention.  (Benefits can be directly from the intervention or from a monitoring procedure likely to contribute to the patient’s well being). 

	

	For this intervention, list the reasonably foreseeable risks
List the risks according to the probability (likely, less likely or rare) and magnitude (serious or not serious).
(include: 1) expected adverse events; 2) rare and serious adverse events; 3) all other psychological, social, legal harms)
Do not delete frequency.  The need to know what to report promptly later = a requirement to estimate frequency. 

	
	Not serious
	Serious 

	Likely
These risks are expected to occur in more than 20 out of 100 patients.
	· 
	· 

	
	Not serious
	Serious

	Less likely 
These risks are expected to occur in 5-20  patients or less out of 100 patients.
	· 
	· 

	
	
	Serious

	Rare 
These risks are expected to occur in less than 5 patients out of 100 
	
	· 




  
	[bookmark: II4AcProceduresPerformed]7b. List of ALL other treatment procedures or components not listed in table 6.
             All of the treatment procedures for this protocol should be listed in either table 6. or 7a.

Consider grouping similar procedures under a single component.  E.g., blood work, CT = safety assessments) 


	

	#
	Treatment component
· individual procedures

example:
Eligibility Assessments
· History and physical
· Questionnaire
· Laboratory tests
Add or delete rows as needed
	Column A
Local Standard Practice Indicate the number of times each procedure will be performed as stipulated in the treatment plan that would be done as part of standard practice.
	Column B
Treatment Only 
Indicate the number of times each procedure will be performed SOLELY FOR THIS treatment protocol (any performed outside frequency or timing for acceptable local practice)
	Column C
Risks
List the reasonably expected risks
under the following categories as appropriate:
· Serious and likely;
· Serious and less likely;
· Serious and rare;
· Not serious and likely;
· Not serious and less likely

	1
	Insert component 1 here
	
	
	

	
	Insert procedure here
	
	
	

	
	Insert procedure here
	
	
	

	
	Insert procedure here
	
	
	

	2
	Insert component 2 here
	
	
	

	
	Insert procedure here
	
	
	

	
	Insert procedure here
	
	
	

	
	Insert procedure here
	
	
	

	3
	Insert component 3 here
	
	
	

	
	Insert procedure here
	
	
	

	
	Insert procedure here
	
	
	

	
	Insert procedure here
	
	
	

	4
	Insert component 4 here
	
	
	

	
	Insert procedure here
	
	
	

	
	Insert procedure here
	
	
	

	
	Insert procedure here
	
	
	




  
	8.  Safety Precautions.  (Describe safeguards to address the serious risks listed above.)

	a.  Describe the procedures for protecting against or minimizing any potential risks for each of the more than minimal risk treatment procedures listed above.

	Describe here

	b.  Where appropriate, discuss provisions for ensuring necessary medical or professional intervention in the event of adverse events, or unanticipated problems involving patients.

	Describe here

	c.  Will the safeguards be different between/among groups?  

		[image: ]



	Yes
		[image: ]



	No

	If yes, describe here



  


   
	9.  Costs to Patients.                                                                   (costs to the patient should be included in the consent form)

	a.  Describe any costs for care associated with the investigational treatment (including a breakdown of standard of care procedures versus experimental/expanded access procedures), costs of test drugs or devices, and investigational treatment procedure costs that are the patient’s responsibility as a consequence of participating in the treatment.


	Describe here

	b.  Describe any offer for reimbursement of costs by the sponsor for investigational treatment related injury care.  – the information in this section must match the injury section of the consent form).


	Describe here



  
	10.  PI-Sponsored FDA-Regulated Treatment 
If the PI is the IND/IDE holder, or has agreed to perform any of the IND/IDE holder’s sponsor obligations, the PI is considered a sponsor (sponsor investigator) and must meet additional requirements.   
                                                                                                                                             

		[image: ]



	N/A.  The PI is not the IND or IDE holder, or has not agreed to perform sponsor obligations

	a.  If PI is a Sponsor-Investigator, describe the PI's experience/knowledge/training related to serving as a sponsor-investigator.


	Describe here
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