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IRB # _____________________


Principal Investigator:________________________________________

Title: __________________________________________________________________________________________________

_______________________________________________________________________________________________________

Recruitment and Consent/Assent Process Information

Resources

1.
Do you have the resources (i.e. adequate facilities, staff, and availability of psychological resources) you need to complete this study?   ( Yes    ( No    If no, please explain ______________________________________________________
Approach and Recruitment Procedures

1.
When will the participants be approached? (check all that apply)


(  Prior to coming to FCCC for clinic visit
(  During Admission


(  At clinic visit/In clinic
(  After discharge or clinic visit


(  Other (explain) _________________________________________________________________

2.
How will the participants be approached? (check all that apply)


(
Phone        (  Mail/letter        (  Personal Contact        (  Other (explain) __________________________________

3.
Who will initiate contact about the study with the participants? (check all that apply)


( PI/Physician     ( Recruitment Specialist     ( Research coordinator     (Other (please list by title)__________________

4.
Do you intend to enroll any research participants from the following “vulnerable” categories?  *If yes, please list all vulnerable research participant groups, even those clearly identified in the protocol inclusion criteria.


(
*YES
(
NO

( Cancer patients     ( Prisoners     ( Mentally ill     ( Chronic condition     ( Institutionalized   ( Limited or non-readers


( Minors (under 18 years of age)     ( Poor/uninsured     ( Pregnant woman (If yes, you must complete question 4a)


( Cognitively Impaired (If checked, complete below)



If some or all subjects will be cognitively impaired, describe how capacity for consent will be determined:



( Capacity Assessment by _________________________________________________________________



( Other (specify): ________________________________________________________________________


( Students to be recruited in their educational setting, i.e. in class or at school.


( Employees, student, or volunteers directly supervised by PI or sub-investigator


( Employees of Research Site or Sponsor


( Others Vulnerable to Coercion (Specify) __________________________________________________

4a.
If you plan to enroll pregnant women, complete the following:



(  N/A

As required by Federal Regulations, I assure the Board of the following:  (45 CFR 46.204 (h), (i), (j))

· No inducements, monetary or otherwise, will be offered to terminate a pregnancy;

· Individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy, and

· Individuals engaged in the research will have no part in determining the viability of a neonate.

_____________________________

__________________

Signature of PI



Date

_____________________________

__________________

Signature of Co-PI (if applicable)

Date

5.
Approximate ethnic makeup of population to be recruited for this research:


_____% African-American     _____% Asian     _____% Pacific Islander     ______% Middle Eastern     _____% Caucasian
_____% Hispanic     _____% Native American/First Nations     _____% Other:  _____________________

6.
Check any of the following methods that the PI will use to recruit research participants for this study:


(
Advertising (All recruitment materials must be approved by FCCC IRB before use)


(
From a database for which research participants have given prior permission to be contacted for research studies


(
From personal contact (e.g., patients, students)


(
Referrals (referral fees are not allowed by FCCC IRB)


(
Phone script


(
Other (specify): ____________________________________________

PLEASE NOTE – for HIPAA compliance, you may need an authorization from the research participant or a waiver of authorization before you can use or disclose identifiable health information for research screening or recruitment purposes.  This may affect your ability to recruit research participants into this study.  For more information on HIPAA requirements for research and additional HIPAA-related forms, http://www.fccc.edu/research/institutional_review/index.html
Consent/Assent Procedures

7.
FCCC IRB expects that the research participant consent process will be conducted under the following conditions:

· Will take place without undue influence or coercion.

· Will allow the research participants adequate time to consider the research before signing.

· Will be conducted in a private place and manner.

· Will be conducted with words understandable to research participants.

· The person obtaining consent will invite questions from the research participants.

· The research participant will be allowed to take home an unsigned copy of the informed consent document to share with family and friends prior to enrollment.

· The research participant will be given a signed and dated copy of the informed consent document for their records if enrolled.

· Non-English speaking research participants will be provided with a certified translation of the approved informed consent document in the research participant’s first language.  The translation must be approved by FCCC IRB.

Indicate one of the following and attach written explanation where instructed:

(
The consent process will meet all of the above conditions.

(
N/A, waiver of consent requested.

(
The consent process will not satisfy all of the above conditions, as it will take place in emergency situations; a written explanation of the proposed consent process is attached.


NOTE:  Please contact FCCC IRB for an explanation of submission requirements.

(
The consent process will not satisfy all of the above conditions, and the consent will not be obtained in an emergency situation.  A written explanation of the proposed consent process and the reason one or more conditions cannot be met is attached (for example, research participants are to be recruited in an outdoor public setting where a private consent discussion is not practicable).

8.
If any of your research participants do not speak English, explain how the person obtaining consent will communicate with the participant in a language understandable to the research participants/parents/legally authorized representatives?


a. (
All research participants speak and read English


b. (
Some of my research participants may not speak and/or read English (informed consent must be in the language of the participant)


If box (b.) is checked, explain how informed consent will be obtained for Non-English speakers.



(  Translated Informed Consent Document (Translator name, if known______________________)



(  Short Form with verbal presentation in language of participant

9.
In addition to the informed consent document, what else do you do to confirm the participant’s or guardian(s) understanding of the research? (Check all that apply)


(
Provide brochure
(
Conference with an interpreter


(
Conference with patient and family member
(
Arrange time for follow-up discussion


(
Other (describe): ___________________________________________________________________


For Social Sciences Studies Only
10.
Is any deception (withholding of complete information) required for the validity of this activity?  


(  *YES
(  NO


*If yes, please explain why it is necessary and provide a copy of the debriefing procedure to be used at the conclusion of the study.


___________________________________________________________________________________________________


Principal Investigator:
_________________________________________________




(PRINT NAME)




_________________________________________________

Date: ______________________




(SIGNATURE)
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