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OBJECTIVE:

To describe the procedures to follow to create, review and approve an advertisement /recruitment material for a research study.

PROCEDURE FOR SUBJECT RECRUITEMENT MATERIALS:

CREATING SUBJECT RECRUITMENT MATERIAL 

Instructions for creating subject recruitment materials and standardized templates are available to help in creation of ad at the following website:  http://www.virginia.edu/vpr/irb/hsr/advertising.html
Templates for recruitment letters, telephone scripts, direct emails etc. must be used.  These templates contain required language that may not be altered without permission from the IRB-HSR director or designee.

The study team may wish to contact the UVa Health System Marketing Communication Department at 
434-924-0366, for assistance in design and purchasing of ad space.  When creating advertisements for a particular area of service, Center of Excellence etc., the advice of these professionals is highly recommended. 

SUBMITTING SUBJECT RECRUITMENT MATERIAL –

 Info for Researchers:  SUBMITTING ADVERTISEMENTS FOR SUBJECT RECRUITMENT TO IRB-HSR 

IRB-HSR’S RECEIPT OF SUBJECT RECRUITMENT MATERIALS 
1. Initial recruitment material may be submitted at the following times: 
· Independently of any other submission following the assignment of an IRB-HSR #.  
Study teams will be instructed to submit recruitment materials via IRBHSRads@virginia.edu .  The person receiving the recruitment material from this mailbox will create a folder on the U- drive under Prereview/Subject Recruitment/To be reviewed:  The folder will be named with the IRB-HSR number to which the recruitment material is associated.  The date received will also be included in the file name.  For example: IRBHSR #_date ad was received. A RECEIPT OF ADVERTISEMENT event will be entered into the database with a list of the type of recruitment materials received. 
· With a modification.  
The person receiving the modification that includes recruitment material will move all items to be reviewed into the prereview folder created under PREREVIEW/MODOFICATIONS//TO BE REVIEWED Receipt of recruitment materials will be noted in the same event as the Receipt of Modification and listed in the comment as “Also received are the following recruitment materials listed by type such as letter, flyer etc.

· All recruitment materials requiring Marketing approval should be submitted via IRBHSRads@virginia.edu
IRB-HSR’S REVIEW OF SUBJECT RECRUITMENT MATERIALS 
1. If received separately, administrative staff selects from the folders in PREREVIEW/SUBJECT RECRUITMENT/TO BE REVIEWED and places their initials in the file name to indicate that the recruitment materials in that folder are under review. If reviewed with the modification, the recruitment materials are to be managed with other documentation submitted with the modification following AG 3-4.
2. Every effort is made to see that all materials submitted will be reviewed by the IRB-HSR within 5 business days of receipt.
3. The IRB-HSR reviewer will pull the most current version of the protocol from the IRB-HSR files and verify that the recruitment information is consistent with the current protocol with regards to subject population and ages being recruited, procedures, study treatments, compensation, and recruitment plan.  
· If the protocol is NOT consistent with the recruitment materials, either the recruitment materials and/or the protocol will require modification.  
4. Review the recruitment materials using Recruitment-Advertising Review Checklist located in Appendix E  of the Administrative Review Assurance Checklist for Modifications.  Complete this form as much as possible and save electronically with the recruitment materials.  
5. Center Advertisements:  Departments or centers may submit a general advertisement to cover several protocols.  The following criteria should be followed for these types of ads. 
· All Center ADS must either contain all IRB numbers to which they refer OR if the documents are not specific to a study, but mention research as part of the services provided by UVa, they will be given an expiration date of 5 years after the approval date. These ads are processed just like any other ad.
· Center ads that do no list IRB numbers but mention research as part of the services provided by UVa will be given a 5 year approval as well.   These ads will be stamped with the IRB-HSR approval stamp and the approval and expiration dates documented.  No assurance will be issued for these ads. A stamped approved copy of the ad will be returned to the study team, and a copy of this approval will be placed in the IRB-HSR File:Center Ads.  This is a hardcopy file found in the IRB-HSR Administrators office. 
6. Any issues noted during the review of the recruitment material will be communicated via email or verbally back and forth with the study team, until all issues are resolved. Copies of written communications will be kept in the review folder until the ad is approved. Outstanding issues can be noted under the receipt event in the database.   
7. Once the ad is reviewed and issues are communicated to the study team, move the folder containing the recruitment materials and associated communications to the folder called REVIEWED, PENDING RESOLUTION BY STUDY TEAM.  For the Event of Receipt of Advertising enter the words “Reviewed Pending Resolution” into the comment section of the event.
8. For all studies submitting indirect forms of recruitment material it is mandatory that a UVa website ad be in place.  If the study team does not have a website ad, administrative staff should forward the UVa website ad template and request the submission.  Alternatively administrative staff can create a website ad from the information provided via the submitted materials, and have the study team review and OK this ad and approve it along with the previously submitted recruitment material.
9. Once issues are resolved and the recruitment material is ready for approval, request the study team to submit to the IRB-HSR 2 clean hard copies of the recruitment material.
10. Move the review folder to the REVIEWED PENDING HARD COPIES, and change the wording in the EVENT comment to PENDING HARDCOPIES. If the Recruitment- Advertising Review Checklist has not been completed prior to this step, complete and include in the electronic files.  
IRB-HSR APPROVAL OF RECRUITMENT MATERIALS
Recruitment materials cannot be approved until the protocol is approved.

Advertising Approval Event in the database
1. If the ad is submitted with a modification, the approval event will list the specific recruitment materials being approved in the section called “The following materials were also reviewed and approved: (list):” 
2. If the ad is submitted independent of a modification, an Expedited event of Advertisement Approval will be entered into the database. This Approval will be assigned to the next IRB-HSR meeting agenda.  In the comment field, the ad types approved will be listed (website, newspaper, etc). The comment field should include the comment "Modification Expedited-Minimal Risk/Minor Changes.  An assurance is printed and placed with the Advertisement Approval Checklist and the approved stamped ads.  The Chair or Vice Chair will review the ads and sign the Assurance.
3. Advertisement Approval events whether approved independently from a modification OR with a modification, will be reviewed at the upcoming IRB-HSR meeting and that review will be reflected in the minutes for that meeting.   
The Advertising Approval Stamp
4. Two copies of each advertisement are given an approval stamp.  Ads are given a 5 year approval from the date of the approval. (5 years minus 1 day)
5. The following will be sent to the study team:
· The original signed assurance form,
· A stamped approval of each ad submitted.
6. The following items will be filed in the protocol file:
· A copy of the signed assurance form

· A stamped approval of each ad submitted
·  All pertinent study team communication
Advertising that requires Marketing Approval
The following types of ads require Marketing approval: 
· radio 
· television 
· print ads (“print ads” refers only to paid, display advertisements, such as newspaper and magazine ads (i.e. Daily Progress, C-ville, Cavalier Daily. UVa Health System Marketing Communication Department approval is not needed for classified announcements.) 
Generally the IRB-HSR reviews and approves the TEXT of the ad and then Marketing may revise and/or add graphics, pictures or video.

1.  For all ads requiring Marketing approval, an event of Advertisement Approval will be entered into the database as an Expedited Event and the IRB-HSR will issue Pending Approval.  The event comment field should read "Modification Expedited-Minimal Risk/Minor Changes: PENDING MARKETING APPROVAL – (list recruitment type such as newspaper, radio etc.) This Pending Approval will be assigned to the next IRB-HSR meeting and placed on the upcoming agenda.
2. Two copies of each advertisement are given an approval stamp.  Ads are given a 5 year approval from the date of the approval.  Under the approval stamp the words ‘PENDING MARKETING APPROVAL” will be written.
3.  An assurance will be printed and placed with the approved stamped ads.  The Chair or Vice Chair will review the ads and sign the assurance.  A copy of the assurance, all study team communication, and a copy of each stamped ad(s) will be filed with the IRB-HSR files.  The original signed assurance, and stamped ad(s) will be sent to the study team.  Advertisement Approvals will be reviewed at the upcoming IRB-HSR meeting and that review will be reflected in the minutes for that meeting. 
4. FINAL Recorded ads are sent to IRB-HSR by e-mail, tape, VHS tape, CD or DVD.  

· If these are received by e-mail, the e-mail itself is printed and stamped.   The e-mail with the recorded advertisement should be forwarded to the chair or vice chair to review.  The e-mails are deleted following approval. 

· If actual recordings are received, the jackets or covers of the recording will be copied, and the copy of the jacket covers will be stamped. Actual recordings will be returned after approval is final.  
5.  Review the final ad and confirm that no changes have been made by Marketing that alter the approval the ad per the Review Checklist.  

6. An event of Advertisement Approval will be entered into the database as an Expedited Event and the IRB-HSR will issue Pending Approval.  The event comment field should read "Modification Expedited-Minimal Risk/Minor Changes: ADVERTISING APPROVAL – (list type of ad- radio, TV- and state:  Marketing Approval on file.) This Approval will be assigned to the next IRB-HSR meeting and placed on the upcoming agenda.

7. The following will be sent to the study team:
· The original signed assurance form,
· A stamped approval of each ad submitted.
8. The following items will be filed in the protocol file:
· A copy of the signed assurance form

· A stamped approval of each ad submitted
·  All pertinent study team communication
HOW IRB-HSR POSTS A UVa WEBSITE ADVERTISEMENT

Once the website ad is approved, the text is copied from the final ad.  IRB-HSR staff should then:

1. Log into IRB Online

2. Enter the IRB-HSR number to which the ad belongs.  

3. When the Main Page for the specific IRB-HSR profile is displayed, ADVERT should be selected.

4. The approved ad text is then typed or pasted into the appropriated sections of the screen.  
5. From the Clinical Trial Advertisement Request the category or categories selected by the submitter are entered into IRB Online using the drop down list.

6. From the Clinical Trial Advertisement Request the keywords selected by the submitter are entered into IRB Online using the drop down list.

7. From the Clinical Trial Advertisement Request the contact information for the ad is entered from the drop down list. 

IRB-HSR MANAGEMENT OF CATEGORIES AND KEYWORDS  

When a website ad is listed on the Health System Clinical Trials Website (HSCTW), they appear under Categories  indicating the area of medical specialty responsible for this research.  Categories are selected by the person submitting the HSCTW ad.   The purpose of the categories is to help potential subjects find information regarding clinical trials of interest.   The ad submitter may select at least 1 category but not more than 2  The list of categories is as follows:

Cancer (Oncology)

Cardiology/Vascular

Dental/Maxillofacial

Dermatology/Plastic Surgery

Endocrinology

Gastroenterology/Hepatitis

Healthy Subject Studies

Health Subjects - Inpatient

Healthy Subject – Outpatient

Hematology

Immunology/Infectious Disease

Musculoskeletal/Sports Medicine

Nephrology/Urology

Neurology

Obstetrics/Gynecology

Otolaryngology

Pediatrics/Neonatology

Pharmacology/Toxicology

Psychiatry/Psychology

Pulmonary/Respiratory

Rheumatology

Surgery

Trauma/Emergency Medicine

Women’s Health

A set of keywords is associated with each Category.  The purpose is to help people refine their search for a clinical trial by making available more specific medical terms.  An example of a keyword would be “Stroke” – and this keyword is under the Category of Neurology.

The submitter may alter the list of keywords associated with a category, unless otherwise directed by someone in the department responsible for recruitment.  For instance, the Cancer Center submitters are not free to change the keywords associated with Cancer (Oncology) unless the Associate Director for Research Administration or designee grants permission.

New keywords may be added only with the permission of the IRB-HSR Director or Associate Director.  To add a new keyword and connect it to a given category:

1.  Log into IRB Online

2. Enter the IRB-HSR number to which the ad belongs.  

3. When the Main Page for the specific IRB-HSR profile is displayed, ADVERT should be selected

4. Click on Create a New Keyword

5. Type the new Keyword into the space called Add New Keyword

6. Return to ADVERT screen and press update twice.

7. The keyword must then be linked to each Category for this ad, in order to display properly.  To do this, the category or categories shown on the ADVERTS page are selected.  From the drop down list under Connect to New Keyword the new keyword is selected and update is clicked.  Return to the ADVERT screen and press update twice.

8. Then the new keyword will appear in the keyword drop down list and can be successfully selected for this study.

Keywords for individual ads may be added or removed as directed by the study team.

There are times when keywords for given category need to be revised per an agreed upon strategy between the department and marketing.  Keywords can only be added per instructions above.  Keywords can be deleted entirely or from a specific category by:

· Logging into IRB Online

· Selecting Utilities

· Under Reports – select Ad Keywords

· The Keyword to delete will be selected and it will need to be specified whether this is an entire deletion or whether this deletion affects only one category.

DOCUMENTATION:

Documentation of the review and approval of an ad will be done using the Recruitment-Advertising Review Checklist.  This documentation will be placed in the study file in the IRB-HSR office. All recorded copies of advertisements will be returned to the PI. 
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