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Frequently Asked Questions (FAQs) 
 

Q1:  What is the link to the MDH IRB? 

http://dhmh.maryland.gov/oig/irb 

Q2:  What are the links to State policy and federal regulations governing IRB review 

policies and procedures? 

At the home page of the MDH IRB, click on “Related Links.”  The next web page 

provides links to relevant federal agencies, federal regulations and the MDH’s policy 

(01.03.02) on research involving human subjects.  An overview of protocol submission 

and review procedures, approval criteria and board decisions is included in this policy 

statement. 

Q3:  Is my planned project likely to be deemed to be “research” or not? 

Q4:  Does my research protocol qualify for expedited IRB review? 

Q5:  Does my research protocol qualify for exemption from IRB review? 

Q6:  Under what circumstances may the requirement for informed consent be waived? 

To begin to address these questions, read relevant sections of the MDH IRB policy 

statement located at:   

http://dhmh.maryland.gov/oig/irb/Documents/IRB%20Policy%2012-8-2014.pdf  

In addition to posting other relevant information, the federal Office for Human Research 

Protections (OHRP) provides a set of graphic aids in the format of decision charts to 

serve as guides to investigators and IRBs in response to these questions.      

The link to the home page of the federal Office for Human Research Protections 

(OHRP) is: 

http://www.hhs.gov/ohrp/  

The link to these decision charts is: 

http://www.hhs.gov/ohrp/regulations-and-policy/decision-charts/index.html  

To obtain more in-depth consultation re:  these questions and IRB-related concerns, 

particularly as they apply to your pending project, be in touch with Ms. Gay Hutchen, 

MDH IRB Administrator, gay.hutchen@maryland.gov; 410-767-5784.   

If you want to discuss your questions with a member of the Maryland Medicaid Office of 

Planning Administration, submit them to mdh.medicaiddatarequests@maryland.gov .  

http://dhmh.maryland.gov/oig/irb
http://dhmh.maryland.gov/oig/irb/Documents/IRB%20Policy%2012-8-2014.pdf
http://www.hhs.gov/ohrp/
http://www.hhs.gov/ohrp/regulations-and-policy/decision-charts/index.html
mailto:gay.hutchen@maryland.gov
mailto:dhmh.medicaiddatarequests@maryland.gov
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In order to obtain the MDH IRB’s official review of the pending study protocol and its 

determination in response to Qs 3-6 regarding this particular protocol, the research team 

must submit an initial application to the MDH IRB.  For more information about the 

initial application process, please see the responses to Q7 below. 

Q7:  What do I need to do to put my protocol before the MDH IRB? 

The initial IRB application packet, including both the application form and application 

instructions, is available in PDF and MS Word formats at: 

http://dhmh.maryland.gov/oig/irb/Pages/Forms.aspx#IRB_Forms  

Note that the submitted packet of information should include:  (a) a completed form 

MDH 2124 (Attachment 3); (b) an abstract summary (with required content organized 

as described in Attachment 4); (c) a narrative providing pertinent background 

information and a detailed protocol; (d) copies of all instruments to be used (such as test 

booklets, questionnaires and interview formats, screening or survey tools, etc.); (e) 

copies of all informed consent forms or disclosure statements; (f) assurance that an 

evaluation of ability to consent will be utilized if the proposed research involves 

cognitively impaired or mentally ill subjects; and (g) copies of IRB approval letters from 

other involved institutions. 

Also note that if the nature and scope of the planned protocol implicates other State 

agencies or units within MDH, the review and approval of this protocol by an 

authorized representative of each of these agencies or MDH units is required. 

Submit the complete packet to mdh.medicaiddatarequests@maryland.gov for review 

and approval by the Maryland Medicaid Office of Planning Administration prior to 

submission of this packet to the MDH IRB.     

Q8:  Once my protocol is reviewed and approved by the MDH IRB, what are the 

reporting requirements thereafter? 

If your planned project is deemed by the MDH IRB not to be research, there are no 

requirements to report to the MDH IRB thereafter, unless there is a substantial 

anticipated change in the project plan that warrants another review by the MDH IRB.  

In such instances the principal investigator must complete and submit a Request for 

Modification to the MDH IRB (please see the answer to Q9. below for more details).  

The Maryland Medicaid Office of Planning Administration may nonetheless require 

submission of one or more future progress reports, dependent upon the central aim and 

scope of the project.  

 
If your planned project is deemed by the MDH IRB to be exempt from further IRB 

review, unless there is a substantial change in the project plan that warrants another 

http://dhmh.maryland.gov/oig/irb/Pages/Forms.aspx#IRB_Forms
mailto:dhmh.medicaiddatarequests@maryland.gov
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review by the MDH IRB there are no requirements to report to the MDH IRB 

thereafter.  However, you are required to file a semi-annual progress summary with the 

Maryland Medicaid Office of Planning Administration as long as the protocol is open and 

active.  You are also required to file a notification of protocol closure with this Office as 

soon as the protocol is no longer open and active (please see the answer to Q12. below 

for more details).  You can obtain the Certificate of Study Closure form on our 

homepage on our website. 

If your planned project is deemed by the MDH to be non-exempt from further IRB 

review, on an annual basis it is the responsibility of the principal investigator to inform 

both the Maryland Medicaid Office of Planning Administration and the MDH IRB of the 

current status of an IRB-approved protocol.  As long as the protocol continues to be 

open and active leading up to each anniversary of MDH IRB approval, the principal 

investigator is required to apply to this IRB for a formal continuing review and corollary 

request for protocol re-approval. 

 
The MDH IRB indicates the current expiration date of an IRB-approved protocol in the 

text of the same determination letter that notifies the principal investigator of the IRB’s 

initial approval or prior re-approval (if any) of the protocol.   
 
Forty-five (45) days prior to this expiration date, the principal investigator is required to 

prepare for submission to the MDH IRB a completed Continuing Review Form II 

(MDH 2125).  You can obtain the MDH IRB Continuous Review application form on 

our homepage on our website. 
 
The principal investigator is to submit the completed Form 2125 with attachments to the 

Maryland Medicaid Office of Planning Administration (mdh.medicaiddatarequests@maryland.gov

for its administrative review, prior to the submission of this form to the MDH IRB.  

 
The principal investigator is to append to this completed form an annual narrative 

progress summary.  This summary is to include brief descriptions of:  (1) the purpose 

and scope of the study, and its central aim, goals and objectives; (2) the study 

participants (i.e., population or sample undergoing investigation); (3) the participant 

enrollment history to date (such as number of participants enrolled; current status of 

participant recruitment and enrollment efforts); (4) the principal activities and 

accomplishments to date; (5) the key findings and their implications to date; (6) 

substantial changes (if any) to the previously IRB-approved protocol; (7) a description of 

how the confidentiality and security of all acquired data is protected; (8) a report of 

significant adverse events (if any); (9) the next steps to be taken toward completion of 

protocol; and (10) the projected timeline for protocol completion.   

https://mmcp.dhmh.maryland.gov/Pages/Data-Requests.aspx
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If the completed form and attached annual progress summary first meet with the 

approval of the Maryland Medicaid Office of Planning Administration, they will be 

submitted by this Office to the MDH IRB for its review and approval.  If not, the request 

either (a) will be denied or (b) the form and progress summary will be returned to the 

principal investigator for satisfactory revision, prior to its approval and submission by 

this Office to the IRB. 

If the MDH IRB approves the request for continuation, it will issue a letter directly to the 

principal investigator indicating the date of approval and the next protocol expiration 

date.   

This entire cycle will be repeated annually until the principal investigator notifies both the 

Maryland Medicaid Office of Planning Administration and the IRB that the protocol is no 

longer open and active (that is, that the protocol is officially closed and any previously 

shared data files have been destroyed or returned to the Maryland Medicaid Office of 

Planning Administration or to the data provider, such as The Hilltop Institute at UMBC.  

You can obtain the Certificate of Study Closure form on our homepage on our website. 

Q9.  What do I do if a substantial change in my MDH IRB approved protocol is 

anticipated? 

Prior to the implementation of any substantive change(s) to the protocol, it is the 

responsibility of the principal investigator to inform both the MDH Maryland Medicaid 

Office of Planning Administration and the MDH IRB of any proposed (that is, pending)  

change(s) to it, whether the protocol was deemed previously to be exempt or non-

exempt by the MDH IRB.  The principal investigator first notifies the MDH Maryland 

Medicaid Office of Planning Administration of the anticipated change by completing and 

submitting a Request for Modification Form (MDH 4664) for review.  You can obtain 

the MDH IRB Protocol Modification form on our homepage on our website. 
 
Via this form the principal investigator indicates one or more changes in:  (1) protocol 

procedures; (2) consent form; (3) instrument/questionnaire(s); (4) new principal 

investigator; (5) addition/reduction of staff; (6) add/remove site(s); (7) recruitment 

criteria; (8) additional data; and/or (9) other (specify).   
 
Each reported change should be highlighted on a printed copy of the relevant document 

(whether or not this document was previously submitted to the MDH IRB).   

 
The principal investigator also provides a brief narrative description of each change, 

either on the form or on one or more attached continuation pages.  The principal 

investigator indicates on the form or attached pages whether or not each described 

change will affect the type and level of risk to be incurred by study participants, and 

describes the reason (that is, rationale) for each proposed change.   

https://mmcp.dhmh.maryland.gov/Pages/Data-Requests.aspx
https://mmcp.dhmh.maryland.gov/Pages/Data-Requests.aspx
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Finally, the principal investigator indicates whether or not the requested modification(s) 

have been reviewed or not by any other IRB(s) and, if so, was approved or not.  A copy 

of each relevant IRB determination letter, if any, must be attached to the submitted 

request for modification. 

If the submitted information meets with the approval of the MDH Maryland Medicaid 

Office of Planning Administration, it will be forwarded to the MDH IRB for its review.  If 

it does not meet with approval, the request for modification will either be denied (in 

which case the principal investigator will receive a denial letter) or it will be returned to 

the principal investigator along with a request for revision and re-submission. 

Q10:   How should I report an unanticipated problem, such as a breach of sensitive 

information? 

The federal Office for Human Research Protections (OHRP) considers “unanticipated 

problems, in general, to include any incident, experience, or outcome that meets all of 

the following criteria: 

1. unexpected (in terms of nature, severity, or frequency) given (a) the research 

procedures that are described in the protocol-related documents, such as the 

IRB-approved research protocol and informed consent document; and (b) the 

characteristics of the subject population being studied; 

 

2. related or possibly related to participation in the research [(sic) “possibly related” 

means there is a reasonable possibility that the incident, experience, or outcome 

may have been caused by the procedures involved in the research]; and 

 

3. suggests that the research places subjects or others at a greater risk of harm 

(including physical, psychological, economic, or social harm) than was previously 

known or recognized.” 

For more information about “unanticipated problems,” browse at: 

http://www.hhs.gov/ohrp/regulations-and-policy/guidance/reviewing-unanticipated-
problems/  

The principal investigator is required to report the occurrence or suspicion of any 

unanticipated problems as defined above immediately both to the MDH Maryland 

Medicaid Office of Planning Administration and the MDH IRB.   

 
One such unanticipated problem may be a breach of sensitive information, such as the 

unauthorized sharing of personal health information or individually-identifying 

information. 

http://www.hhs.gov/ohrp/regulations-and-policy/guidance/reviewing-unanticipated-problems/
http://www.hhs.gov/ohrp/regulations-and-policy/guidance/reviewing-unanticipated-problems/


6 
 

According to the federal Office for Human Research Protections (OHRP), “a breach is, 

generally, an impermissible use or disclosure under the Privacy Rule that compromises 

the security or privacy of the protected health information.   

An impermissible use or disclosure of protected health information is presumed to be a 

breach unless the covered entity or business associate, as applicable, demonstrates 

that there is a low probability that the protected health information has been 

compromised based on a risk assessment of at least the following factors: 

1. The nature and extent of the protected health information involved, including the 

types of identifiers and the likelihood of re-identification; 

 

2. The unauthorized person who used the protected health information or to whom 

the disclosure was made; 

 

3. Whether the protected health information was actually acquired or viewed; and 

 

4. The extent to which the risk to the protected health information has been 

mitigated. 

Covered entities and business associates, where applicable, have discretion to provide 

the required breach notifications following an impermissible use or disclosure without 

performing a risk assessment to determine the probability that the protected health 

information has been compromised.” 

For more information about the HIPAA Breach Notification Rule, browse at: 

http://www.hhs.gov/hipaa/for-professionals/breach-notification/index.html  

Q11:  Am I expected to share work products with the Maryland Medicaid Office of 

Planning Administration? 

The principal investigator is expected to share in a timely manner with the MDH 

Maryland Medicaid Office of Planning Administration key work products resulting from 

an IRB-approved investigation.  Such products may include a comprehensive final 

narrative project report and/or PowerPoint presentation; one or more published research 

articles, monographs, book chapters or books; etc.  Products that provide key findings 

and implications related to prospective advances in health practices and policies are of 

particular interest. 

Q12:  Am I required to notify the Maryland Medicaid Office of Planning Administration 

when my protocol is closed; that is, is no longer open and active? 

Yes; the principal investigator is required to notify both the MDH Maryland Medicaid 

Office of Planning Administration and the MDH IRB in writing when a previously 

http://www.hhs.gov/hipaa/for-professionals/breach-notification/index.html
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approved IRB protocol is no longer open and active.  In the case of a non-exempt 

MDH IRB-approved protocol (that is, a protocol for which an annual review by the 

MDH IRB is required), such notification is indicated on the MDH IRB Continuing 

Review Form II (MDH 2125) when the final annual review packet is submitted to the 

MDH IRB.  As part of this notification, the principal investigator is to provide a Closing 

Summary of project-related activities and accomplishments, and is to clarify in writing as 

a required aspect of this Closing Summary whether released Medicaid data have been 

either (a) returned to the Medicaid Planning Administration, MDH Office of Health Care 

Financing or to the data provider or (b) have been destroyed.  You can obtain the 

Certificate of Study Closure form on our homepage on our website. 
 
Q13:  Am I required to notify the Maryland Medicaid Office of Planning Administration of  
the final disposition of the shared data file(s)? 
 
When the principal investigator notifies the MDH Maryland Medicaid Office of Planning 

Administration that the protocol is officially closed, the principal investigator is required 

to either return the previously shared data files to the data provider or to submit a 

completed Certificate of Data Destruction.  You can obtain the Certificate of Data 

Destruction form on our homepage on our website. 

https://mmcp.dhmh.maryland.gov/Pages/Data-Requests.aspx
https://mmcp.dhmh.maryland.gov/Pages/Data-Requests.aspx



