CONSENT FORM CHECKLIST 
Check every item.  Use N/A if necessary
SECTION 1 TITLE
1.   Study title on application same as CF
(Yes

(No
SECTION 2 SITE
1.   All performance sites listed

(Yes

(No 
Comments
SECTION 3 INVESTIGATORS
1.  All Investigators Listed 


(Yes

(No
2.  24 Hour Phone Number


(Yes

(No
Comments
SECTION 4  PURPOSE
1.  Identified as a research study

(Yes

(No
2.  Rationale for conducting the study
(Yes

(No

 
3.  FDA status of drug(s)


(Yes

(No

(N/A

Comments
 SECTION 5 DESCRIPTION OF THE STUDY

1.  Number of subjects at LSUHSC

(Yes

(No
2.  Number of subjects nationally

(Yes

(No

(N/A
3.  Randomization described in lay terms
(Yes

(No

(N/A
4.  Recruitment process explained

(Yes

(No
5.  A step by step description of the study from

      the subject’s point of view

(Yes

(No
6.  Number /amount of blood draws

(Yes

(No

(N/A
(in household terms i.e.  teaspoons)

7.  Number of visits and amount of time 

      for each visit



(Yes

(No
8.  Duration of study



(Yes

(No

(N/A
Comments
SECTION 6 BENEFITS
1.  Possible benefits explained

(Yes

(No
2.  Benefits overstated 


(Yes

(No
Comments
SECTION 7 RISK
1.  Risk of each drug listed separately
(Yes

(No

(N/A
2.  All risks listed



(Yes

(No
3.  Medical consequences of risk explained 
(Yes

(No
Comments:  Don’t forget risks of blood draws and x-rays
SECTION 8 ALTERNATIVES
1.  Subjects may choose not to participate
(Yes

(No
2.  Treatment/therapy subjects will receive

if they don’t enroll


(Yes

(No

( N/A
3.  Alternative therapies/treatments

(Yes

(No

( N/A

Comments
SECTION 9  SUBJECT REMOVAL
1.  Criteria for subject removal appropriate:

medical reasons & example  

(Yes

(No

( N/A


administrative reasons & example
(Yes

(No

( N/A

Comments
SECTION 10  REFUSAL TO PARTICIPATE
Subjects have the right to leave the study at any time and cannot be required to return for follow-up visits. Subject does not have to give a reason. The wording “for any reason” is not acceptable. The word MAY  has to be included in any statement regarding follow-up after leaving the study.  They can be required to return unused medication.

1.  Right to leave study without 

jeopardizing future treatment

(Yes

(No
2.  Significant new findings

 
(Yes

(No
3.  Medical risks of early withdrawal

(Yes

(No

(N/A
4.  Must include the following statement "Subject participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled."

Comments
SECTION 11  RIGHT TO PRIVACY /
If study is being conducted by a department at LSUHSC the name of the department must be substituted for  funding agency.

1.  Subject’s right to privacy


(Yes

(No
2.   Names protected 



(Yes

(No
3.   Time frame for retaining audio/video 
(Yes

(No

(N/A

Comments

SECTION 12  CONFIDENTIALITY
1.  Name of Sponsor



(Yes

(No

(N/A

2.  List of agencies to which study records 

are released 



(Yes

(No

(N/A

3.   Records will not be released to others 

unless required by law

(Yes

(No

(N/A
Comments
SECTION 13 FINANCIAL DISCLOSURE
Subject payment must be made in equal amounts and must be made at the time of each visit.  Subjects will be given a petty cash voucher or mailed a check. Payment cannot be withheld for completion of all study visits.  

1.  No charges beyond those for similar illness (Yes
(No
2.  Who pays for drugs, visits, lab tests
(Yes

(No

(N/A


3.  Cost of unforseen complications 

met by subjects 


(Yes

(No

(N/A
4.  Who pays for physicians fees

(Yes

(No

(N/A
5.  Subject payment

  Appropriate



(Yes

(No

(N/A
  Made at time of each visit

(Yes

(No

(N/A
Comments
SECTION 14 SIGNATURES (each signature line must have a spot for the date)

1.  A statement regarding legal rights must be included in this section.  e.g. " Individuals do not waive any of their legal rights by signing this consent form."

2.  Chancellor statement provided


(Yes

(No
Children's Hospital Studies will include the statement "...Dr. Druby Hebert and the Chancellor..."
3.  Child Assent  




(Yes

(No

(N/A
4.  Reader Section  




(Yes

(No

(N/A
5.  Witness Section




(Yes

(No
6.  Person administering consent


(Yes

(No
7.  PI signature line included



(Yes

(No

 
Comments

Style Deficiencies

Font size (must be at least 12 point)

1.  Lay language and Reading Level

2.  Scientific symbols

3.  Section Numbering

4.  Headers (must be on every page including page 1)

LSUHSC identifiers      Study identifiers
page #s
cf date or edition #

5.  Exculpatory Language 

Informed consent forms may not include language that could be considered exculpatory. That is language through which the subject or the subject's representative is made to waive or appear to waive any of the subject's legal rights or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence.  Statements such as..

I understand that the institution will not share with me any profits received from the sale or commercialization of any cells developed in this research

I agree that everything has been explained to me in this informed consent is adequate and complies with the regulations.

These type of statements must be replaced with factual statements that set forth the institution or the sponsor's policy. i.e.

The institution may commercialize some cells that derive from the research and the institution has no intent to share any profits with the subject from whom the cells were obtained.

The institution has no policy or plan to pay for research related injuries.

