
Guidelines for Investigators Preparing 
Informed Consent Documents for Client-owned Animals
General Guidance

Obtaining consent is a process:  
Consider having a dialogue where both sides engage in a conversation about the study benefits and risks. It is not uncommon for a participant to sign a consent document without fully understanding the study. This can result in unhappy clients and losses to follow-up. It is more productive to build a trusting relationship based on knowledge, and for the owner to be vested as a study “partner.”
Use plain writing: 
More than 90 million people in the United States have a hard time understanding and using health information. When developing your informed consent form, bear in mind your audience and the level of complexity within the document. It is recommended that it be written for an 8th grade level reader.  To test the document’s readability:
1. Click the File tab, and then click Options.

2. Click Proofing.

3. Under “When correcting spelling and grammar in Word”, make sure the Check grammar with spelling check box is selected.

4. Select Show readability statistics.

5. After you enable this feature, open a file that you want to review, and check the spelling. When Word finishes checking the spelling and grammar, it displays information about the reading level of the document. For most documents, aim for a score of approximately 9.0 to 11.0.
Cornell University Hospital for Animals (CUHA) subsidy: 
CUHA offers a research discount for clinical studies. To request the discount please inform the clinical research coordinator, Carol Frederick (cem21) of your project BEFORE you budget in the discount. The research discount committee will meet to discuss your project and decide on the appropriate discount. 
Specific Guidance

The guidelines below provide specific information to help you prepare an informed consent document using the template provided. Boilerplate information is provided on the template form to assist you. You should modify bracketed text accordingly. It is recommended leaving the bolded information as section headers to maintain readability. 

Introduction: Self Explanatory. Modify as necessary.

1. 
Change the word [SPECIES] in the document to the appropriate species. Go to the Home tab, then under Editing select “Replace” type [SPECIES] for “Find what:” For “Replace with:” enter the appropriate species, then select Replace all.
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Specific Guidance

The guidelines below provide specific information to help you prepare an informed consent document using the
template provided. Boilerplate information is provided on the template form to assist you. You should modify
bracketed text accordingly. It is recommended leaving the bolded information as section headers to maintain
readabilty.

Introduction: Self Explanatory. Modify as necessary

1. Change the word [SPECIES] in the document to the appropriate species. Go to the Home tab, then under
Editing select “Replace” Select Ctri+H, type [SPECIES] for *Find what” For ‘Replace with:” enter the
‘appropriate species. Then select Replace all

2. Inserttitle of the clinical study. The title should be in lay terms and limited in length (aim for < 10 words).

3. Include the following information:
Names o the investigators
Contact information for pertinent questions about the research
Whom to contact in the event of research-related injury/adverse events
Phone Number
Email

4. Seff explanatory. Insert the appropriate information.

5. Provide the information requested or indicate that you are providing the information in an attached outiine.
Describe in LAY terms the procedures that will be involved in the study in chronological order. Be specific and
include all procedures, as well as an outline of the time course of the proposed study as it relates to the client
‘and animal and how participation will affect standard therapy (if at al). If practical, prepare a timeline chart or
schematic to accompany descriptions of procedures and tests for research that require more than 1 or 2
stepsivisits.  Consider the following points

The drugs or biologics that will be given to the animal

All devices that will be used

All hospitalizations, outpatient visits and telephone or written follow-up.
The length and duration of visits and procedures

If blood will be drawn, indicate the amount [in English units] and frequency
With whom the animal willinteract

Where and when the trial will be done
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Cornell University
College of Veterinary Medicine

Owner Informed Consent Document for:

Patient Name Client Name Case #

1. Title of

ical study:

2. Investigator(s) Name and Contact Information:

3. Why i this clinical study being done and why is my [SPECIES] being invited to take part in this
clinical study?

4. If] choose to enroll my [SPECIES] in this clinical study, what will happen to my [SPECIES], what
will my time commitment be, and what are my responsibilities? I you agree to let your [SPECIES]
participate in this study, the study’s procedures, time requirements, and responsibilities are as follows:
OR_are provided to you in the attached project outline.

5. What happens if | do not want to enroll my [SPECIES] in this clinical study or | enroll my
[SPECIES], but | change my mind later? Participation in any clinical study is voluntary. If you decide
not to participate in the study, your choice will not affect your [SPECIES]'s future medical care at Comell
University. We fully understand and support your decision.

We will meet with you throughout the study and tell you about any significant findings that may affect your
willingness to continue to allow your [SPECIES] to participate in the study. You can remove your
[SPECIES] from the study at any time. It will not affect your access to future medical care for your
[SPECIES] at Comell University outside of this clinical study. It is important to let us know early on if you
decide to remove your [SPECIES] from the study. Data that have already been collected may be included
in the study

6. What are the benefits for my [SPECIES] or other [SPECIES]? Possible benefits include
Studies like this represent the future of medicine and are needed to improve the diagnosis and treatment
of disease.

7. Are there any risks in participating in this clinical study? The risks anticipated during the study
are. Every effort will be taken to minimize these risks. [In addtion to these risks, this study may
affect your [SPECIES] in ways that are unknown] If insert risks] develops, your [SPECIES] may be
withdrawn from the study. Such reactions may be due to

I you believe your [SPECIES] becomes injured, il, or appears uncomfortable while participating in the
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2.   Insert title of the clinical study.   The title should be in lay terms and limited in length (aim for < 10 words).
3.   Include the following information:  


Name of the Investigators

Contact information for pertinent questions about the research


Whom to contact in the event of research-related injury/adverse events


Phone Number



Email

4.   Self-explanatory.   Insert the appropriate information. 
5.    Provide the information requested or indicate that you are providing the information in an attached outline. Describe in LAY terms the procedures that will be involved in the study in chronological order. Be specific and include all procedures, as well as an outline of the time course of the proposed study as it relates to the client and animal and how participation will affect standard therapy (if at all). If practical, prepare a timeline chart or schematic to accompany descriptions of procedures and tests for research that require more than 1 or 2 steps/visits.   Consider the following points:  

· 
The drugs or biologics that will be given to the animal
· 
All devices that will be used

· 
All hospitalizations, outpatient visits and telephone or written follow-up

· 
The length and duration of visits and procedures

· 
If blood will be drawn, indicate the amount [in English units] and frequency

· 
With whom the animal will interact

· 
Where and when the trial will be done

· 
Which procedures and therapies are experimental or standard
· 
How often the research procedures will 
be performed
· 
If applicable, indicate that the owner may be contacted for future research.

· 
If randomization/double-blind/single-blind studies will be performed

· 
In the event of death, whether a necropsy will be required
5.  
Insert additional information as needed. If appropriate, describe alternatives for diagnosis, care and treatment if the owner elects not to participate in the study. If applicable, describe any adverse consequences, including any financial implications to the owner if they withdraw early, the procedures for orderly termination by the owner, and whether owners will be asked to explain the reason for their withdrawal. 
6.    State whether there may or may not be a direct medical benefit to the client’s animal. If there is no direct benefit to the animal or owner (e.g. financial) this should be specifically stated. 

7.    Reasonably anticipated potential risks and adverse effects should be listed. Indicate the degree of risk and the implications for the animal if they occur, including death, if appropriate. Describe how these complications will be addressed (e.g. who will treat the animal, who will be responsible for the costs of the related treatment). Modify included text as needed. 
8. An explanation is provided.  
9. An explanation is provided.  
10. Contact the clinical research coordinator, Carol Frederick (cem21) about the client discount policy and to seek confirmation on the statement to include in the Owner Consent form about any discount offered to the client.


What costs are covered by the study for participation? Be specific and consider factors such as appointments, kenneling fees, routine blood work, anesthesia time etc. Are there limits to the financial incentive in terms of time or total amount of charges to the client? Will the owner be responsible financially for long-term experimental therapy if it is available and appropriate beyond the end of the study period? State specifically what costs, if any, will be the responsibility of the owner.

11. Include IACUC or Cornell University-Veterinary Clinical Studies Committee (CUVCSC) approval number and approval date.  If the IACUC protocol or the CUVCSC Screening Protocol has not been submitted or is under review, indicate pending for both the approval number and date of approval.   If there is anything other issue to address, include an explanation in this section.   For example, will any recording devices, audio or visual, be used? 
12. An explanation is provided. Indicate who clients should contact in the event of a medical emergency.
Contact Investigator Use only:    If the owner’s permission is granted by telephone, print name of owner and date, indicate circumstances by which permission was obtained (i.e. “granted by telephone”), and have two individuals, who witnessed the conversation related to the clinical investigation, sign the form.
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