Guidance for Developing a Non-Medical Research Consent Form


· All elements (summarized in left column) are required unless otherwise noted (“if applicable”).
· Italicized sample language in right column is suggested language only—you are encouraged to customize your text.
· Sentences should be short and simple—avoid words with more than 2 syllables—8TH Grade Reading level is suggested for a general population (see Reading Level text samples).
· Avoid past tense--use present and future tenses, for example:  “As a research participant you have the following rights…” or “…you will complete a survey…”

· Reword technical or specialized terminology into layperson’s terms.
· See Tips for Informed Consent Process for guidance in conducting consent with subjects.
	Elements Required in 

Consent Form Text
	Guidance


	Sample language in italics (customize for your specific study)

and appropriate HEADER for consent form sections

	(1) Title/Header
	Include research protocol title, “IRB #____” (if already assigned, otherwise spaceholder), principal investigator name/phone, primary contact name/phone and sponsor (external funder) at top of consent form


	Informed Consent Form

Effects of Sleep Loss on Reasoning
IRB #000000

Principal Investigator:  Jane Smith, Ph.D., 202-111-1111

Sponsor: National Institute of Sleep

	(1) (2) Statement that the study involves research

	
	“INTRODUCTION”

You are invited to take part in a research study being conducted by [Indicate the principal investigator’s name and University/Department affiliation with earned degree(s).]  It is funded by [Indicate external sponsor, if any].


	(3) Statement that participation is “voluntary”


	
	You are being asked if you want to take part in this study because [Explain the criteria by which the subject was identified]. Please read this form and ask us any questions that will help you decide if you want to be in the study.  Taking part is completely voluntary and even if you decide you want to, you can quit at any time.

[For studies involving students or employees] Your academic standing/employment status will not be affected in any way should you choose not to take part or to withdraw at any time.

“INTRODUCTION” (cont’d)

You must be at least 18 years old to take part in this study [suggested].

You are 1 of 500 people taking part in this study at GWU/GWU Hospital/MFA Associates.  [If multi-center study, include number to be enrolled through GW as well as number nation-wide.] [suggested]


	(4)  [if other services are being provided by investigators or research entity] Refusal to participate will involve no  penalty or loss of services to which the subject is otherwise entitled and the subject may discontinue participation at any time without penalty or loss of services or benefits to which the subject is otherwise entitled
	
	Your decision to take part or not will not affect the services or benefits provided to you by _______ [investigator or research entity].  If you decide to take part and then change your mind you can quit at any time.

	(5) [If applicable]  Statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation will be provided to the subject 
	
	

	(6) [If applicable] Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent 

	
	


	(7)  An explanation of the purpose(s) of the research.

	State the research question you are trying to answer or the objective of the study in lay language.  Be succinct.    


	“PURPOSE”

	(8) Description of the expected duration of the subject’s participation.

	
	“PROCEDURES”

The total amount of time you will spend in this study is _____ [total number of minutes, hours] over the course of _____ [number of weeks, months, years]. 

Break down duration of individual activities as appropriate, per (9) suggested language.



	(9) Procedures to be followed
	Using simple language, enumerate the specific procedures in which the subject will be involved, in chronological order.  For complex or extended studies, consider including a chart/schema or calendar (these often are helpful to research participants). 

Be sure to distinguish activities that the subject would complete regardless of their participation in research from research-specific activities.


	All _____ [students in this course, patients with this condition, etc.] will ______ [list activities] even if they choose not to take part in this research.  If you choose to take part in this research, you will also_____.

1. Describe activity 1….  (30 minutes duration)

2. Describe activity 2….  (2 hours)



	(10) [If applicable] Identification of any procedures which are experimental

	
	


	(11) A description of any reasonably foreseeable risks or discomforts to the subject and how these risks will be minimized.

(12) A statement describing the extent to which confidentiality of records identifying the subject will be maintained, including who will have access to the records.
	List all foreseeable risks associated with the study in lay terms. Consider all types of risks:  “CABLES” ( Cognitive, Affective (emotional), Biological (physical), Legal, Economic, Social.  
If there are significant risks to participation, the subject should also be told under what conditions the researcher will stop the study.
	“RISKS & CONFIDENTIALITY”

The study has the following risks: 

[survey, interview research]  You may feel some emotional stress/discomfort answering the survey questions.  You are free to skip any questions or stop taking the survey at any point.  [if risk level appropriate]: If you feel the need to talk to someone about the emotions you are feeling please contact _____ who will provide you with contact information of professional services [or simply provide contact info on the consent or elsewhere].

[**all studies**]  There is a small chance that someone not on our research team could find out that you took part in the study or somehow connect your name with the information we collect about you,, however the following steps are being taken to reduce this risk: [describe de-identification of data; use of alphanumeric coding linked to a key stored in a separate, secure location; describe encryption/pass-word storage and security;  at what point identifying data will be destroyed (key and actual identifiers)]
The records of this study will be kept private. In any published articles or presentations, we will not include any information that will make it possible to identify you as a subject [or you will be identified by your position at Company A, etc.] 
Your records for the study may be reviewed by [indicate study sponsor] and by departments of the University responsible for overseeing research safety and compliance.

	(13) [If applicable] Additional text addressing use of focus groups/group meetings
	
	While we cannot guarantee the privacy of the focus group discussion, we request that all present respect the group by not telling anyone outside the group what is said.

	(14)[If applicable] a statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable

(15)  [If applicable] Statement of conflict of interest
	Description of conflict of interests of any investigators and how conflicts will be managed.
	

	(16) A description of any benefits to the subject or to others which may be reasonably expected from the research 
	Include direct benefits to the subject and benefits to society/mankind. Be particularly careful to present a realistic perspective. 
Note that compensation to subjects is not considered a benefit--it should be included in a separate Compensation section (see below).
	“BENEFITS”

[For studies with no direct benefit] Taking part in this research will not help you directly, however the benefit to society will be a better understanding of ________ [simplify research question].




	(17)  [If applicable] A description of any compensation being provided to the subject.
	All forms of compensation are subject to approval by IRB review on a case-by-case basis.  For long-term studies, compensation should be pro-rated (i.e., participants should be paid for each visit s/he completes and not at the end of study).
In cases where extra credit is granted to student-subjects, a non-research extra credit alternative must be described.

If seeking approval of lottery, italicized language is required.
	“PAYMENT” or “COMPENSATION”
You will receive $ _______ for taking part in this study to compensate you for your time and effort.

You will receive 1 extra credit unit towards Psychology 101 for your participation.  If you do not want to participate in this research, you may also receive extra credit by _______. 

You will be entered into a lottery to win ______, which is worth $_____.  Your odds of winning are approximately _______.  The drawing for this prize will be held on [date or approximate] and if you win you will be notified [when, how and by whom].

	(18) [If applicable] Any additional costs to the subject that may result from participation in the research 


	This element usually refers to upfront costs to the subjects.


	“ADDITIONAL COSTS”

	(19)  [If applicable] Disclosure of rights regarding protected health information
	See HIPAA Worksheet to determine if your study involves protected health information.  If so, see Medical Consent Guidance Document for text.


	“RIGHTS REGARDING PROTECTED HEALTH INFORMATION”

	(20) [If applicable] A disclosure of appropriate alternative procedures or courses of treatment that might be advantageous to the subject 


	May omit if this study does not involve any alternative methods of treatment.  
	“ALTERNATIVES TO SIGNING UP FOR THIS STUDY”

	(21) [If applicable] The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject.

	
	

	(22) An explanation of whom to contact for answers to pertinent questions about the research,…
	
	“QUESTIONS ”

Talk to the research team if you have questions, concerns, complaints, or think you have been harmed. You can contact the Principal Investigator listed on the front of this form at [phone number] or ________ at [phone number].  For questions regarding your rights as a participant in human research call the GWU Office of Human Research at 202-994-2715.  

	(23) an explanation of whom to contact for answers to pertinent questions about]  research subjects’ rights,…
	
	

	(24) and whom to contact in the event of a research-related injury to the subject.

	
	

	(25) Documentation of Consent (subject signature)
	Omit signature lines if seeking approval for waiver of documentation of consent.
The investigator may also wish to include a signature line for the person obtaining consent from the subject.
	“DOCUMENTATION OF CONSENT”

If you agree to take part in this study, please sign below:

[Include subject signature and date lines at end of consent form.]

After you sign this Consent form, the research team will provide you with a copy.  Please keep it in case you want to read it again or call someone about the study. [Investigators are required to provide copy of consent to all participants].
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