Guidance for adding MyChart recruitment to your IRB application
1. Fill out the Modification Form 
2. Revise the application

Note 1: The IRB has an interactive online tutorial about how to submit a modification at http://iris-help.ucsf.edu/irb-iris (requires MyAccess login).
Note 2: The screenshots below are from the 2017 version of the IRB application. The section titles and color scheme may look different for your study, depending on which version of the application you are using. 
Note 3: If you already have IRB approval to use the CTSI Recruitment letter service, you do not need to include the highlighted guidance text.


1. Modification Form:
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· In the above section, add the following wording:

This study is working with CTSI to use MyChart for recruitment along with cohort identification and direct mail for recruitment of patients who are not enrolled in MyChart. Here’s how it works:
MyChart (Apex) conducts a search for patients based on the study’s inclusion and exclusion criteria. This is a completely computer-aided search, meaning the computer — and not a person — searches patient charts. When a patient is identified as potentially eligible, they receive an email from MyChart that says to log in to MyChart to read about a study that they might be interested in. The email is short and is the same for every recipient—there is no patient-specific, study-specific or disease information in it. 
When the patient logs into MyChart, there is a “Research” page with template information about participating in research and how to opt out of receiving recruitment messages. The patient can click through to learn about a specific study that they may be eligible for. This study-specific language is attached to this submission.
Of note:
1. The patient has the option of clicking a link/button to let the study team know that they are interested in learning more about the study. Only if the patient takes this action will the study team receive information about the patient. If the patient clicks “No thanks” or simply does not respond, they will not be contacted by the study team, they will not receive any follow-up emails from MyChart about this study, and their information will not be shared with the study team. 
2. The messaging in all recruitment materials—email, MyChart research page, and study description—have been written to clearly state that the patient is being contacted about research, not clinical care.
We are collaborating with the CTSI Participant Recruitment Program (PRP), which will provide cohort identification and direct mail for recruitment of patients who are not enrolled in MyChart in order to address racial and ethnic disparities that exist in MyChart enrollment.
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2. Application Form:
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· In the above “Other” text box, add the following wording:
A computer-aided search will be performed by Apex. Details are below in the discussion of MyChart recruitment. 
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· In the “Recruitment Plan” section, add the following wording:

My Chart Recruitment:
MyChart (Apex) conducts a search for patients based on the study’s inclusion and exclusion criteria. This is a completely computer-aided search, meaning the computer—and not a person-- searches patient charts. When a patient is identified as potentially eligible, they receive an email from MyChart that says to log in to MyChart to read about a study they might be interested in. The email is short and is the same for every recipient—there is no patient-specific, study-specific or disease information in it. 
When the patient logs into MyChart, there is a “Research” tab with template information about participating in research and how to opt out of receiving recruitment messages. The patient can click through to learn about a specific study they may be eligible for.  
The patient has the option of clicking a link/button to let the study team know that they are interested in learning more about the study. Only if the patient takes this action will the study team receive information about the patient. If the patient clicks “No thanks” or simply does not respond, they will not be contacted by the study team, they won’t receive any follow-up emails from MyChart about this study, and their information will not be shared with the study team. 
To address racial and ethnic disparities that exist in MyChart enrollment, we will also collaborate with the CTSI Participant Recruitment Program (PRP) to send paper letters to patients who are not enrolled in MyChart. CTSI PRP will act as an honest broker of the EHR data and sends letters to the cohort directly, ensuring privacy and confidentiality of patients identified. The data extract will be done using APeX reports and will be downloaded and stored in the CTSI PRP MyResearch account. The CTSI PRP will coordinate the mailing on behalf of the study and will send the Dear Patient letter (attached) to UCSF patients identified in these reports. Interested subjects will contact the study staff as described in the letter. Protected data elements included in the data pull may include MRN, name, mailing address, and diagnosis or encounter date. 
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1.7 * Are any of these changes being made 25 a result of an adverse event report (AER), protocol violation or incident report, or pt
safety data: (REQUIRED)

110 * Do any of these changes affect the Risk/Benefit ratio for participants, either favorably or unfavorabl

REQUIRED)
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1.11 List any minor and/or administrative changes and provide justifications where appropriate:
Important: Click the 'Save' button at the top of this form after you've typed your answer to prevent loss of work.
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1% NEW AND/OR REVISED DOCUMENTS AND CONSENT FORMS:

Changes to approved documents should be attached as 'Revisions' of the previous version*. The system
automatically VOIDS the old version when the new version is approved.
*This is one of the most common iRIS usage errors for modifications in a review of pre-review correction stipulations (data from 2013-2015).

Upload Study Documents here.
«Type(s) of study documents: (REQUIRED) Click here to attach your
] Revised study document (including Spansor Protocel, Investigator Erochure) MyChart recruitment materials

] New study document

Click "Add a New Document’ or 'Add Multiple Documents’ documents THAT HAVE NEVER BEEN SUBMITTED IN ANY FORM.
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Detach Version  SEONSOT  Tile category Expiration Date  Document Outcome =

No Document(s) have been sttached to this form.
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Recruitment and Consent

* SUBJECT IDENTIFICATION METHODS: What kinds of methods will be used to identify potenti
apply): (REQUIRED)

ial participants for recruitment (c

Review of patients’ conditions, history, test results, etc. (includes patients seen in clinic, scheduled for surgery, a procedure, imaging, or
‘tests, or seen in the Emergency Department as well as searching through medical record data for possible cohort identification)

[ Already approved recruitment registry

[ Re-contact of participants from the investigators’ previous studies

[ Referrals from colleagues (attach the 'Dear Colleague’ letter or other recruitment materials you will provide to colleagues)
I Referrals from the community / word of mouth

[~ Advertisements (flyers, brochures, radio or t.v. ads, posting on clinical research sites or social media, presentation of the study at community
events/media, etc.)

[ Online recruiting tool (describe below)
[T CTSI Recruitment Services unit
[ Posting on UCSF Clinical Trials, ClinicalTrials.gov or other publicly available clinical trial website
™ Other method (describe below)
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* SEARCHING OF MEDICAL RECORDS: (REQUIRED)

Whose patients are they:

Investigators' own patients or patients seen within the same practice

atients not under the care of the investigators

How and by whom will records be accessed and searched (check all that apply):
[] Self-search in APeX or other medical records source

[] Self-search using UCSF's Research Cohort Selection Tool

[] CTS1 Consultation Service Recruitment Services

[] UCSF Academic Research Services (ARS)

University of California Research Exchange (UC ReX)

her method (describe below)
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Describe the other ways medical records may be accessed and searched to identify prospective participants:
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* INITIATION OF CONTACT: Who initiates contact (check all that apply

REQUIRED)

Investigators/study team

ICSF recruitment unit (s.9. CTST Consultation Services)

5] Potential participant

] Other (explain below)

* HOW IS CONTACT INITIATED: (check all that apply): (REQUIRED)

[ 1 person
[ Phone.

etter / email
jebsite or sp

Other (sxplin below)
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RECRUITMENT PLAN: Based on the checkboxes you chose above, please provide a narrative describing your recruitment plan. We want to know:

* Who is conducting the search for potential participants, and how?
« How are potential subjects being approached for recruitment? By whom, and when?

1F there will be more than one pa
aroup.

ant group (e.g. patients, healthy controls, caregivers, family members, providers, etc.), provide details about
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1.5 * Modification level: (REQUIRED)

(O Administrative (Fixing typos, changing study support staff, fixing consent form formatting, stc.)
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1.6 * Types of changes being made (check all that apply): (REQUIRED)

[] Making changes to P1 or personnel
[] Adding  new funding source

[0 Adding sites

[ tncreasing enrollment numbers

] Request for single subject exception

[ Making changes to imaging or procedures that involve radiation exposure (X-rays, CTs, DEXA, CT

[] Modification to follow subject or subject's partner who bacame pragnant on study

ther changes, such as changes to recrultment, procedures, risks, etc.
‘Changes that don't affect the IR8 spplcation or documents




