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· Use the section headings to write the JHM IRB eForm A, inserting the appropriate material in each. If a section is not applicable, leave heading in and insert N/A.

· When submitting JHM IRB eForm A (new or revised), enter the date submitted to the field at the top of JHM IRB eForm A.
********************************************************************************************
1. Abstract
a. Provide no more than a one page research abstract briefly stating the problem, the research hypothesis, and the importance of the research.

2. Objectives (include all primary and secondary objectives)
3. Background (briefly describe pre-clinical and clinical data, current experience with procedures, drug or device, and any other relevant information to justify the research)
4. Study Procedures
a. Study design, including the sequence and timing of study procedures  
(distinguish research procedures from those that are part of routine care).
b. If your study involves data/biospecimens from participants enrolled under other research studies with a written consent or under a waiver of consent, please list the IRB application numbers for those studies.  Please note:  Certificate of Confidentiality (CoC) protections applied to the data in source studies funded by NIH or CDC will extend to this new study if the funding was active in 2016.  If this situation applies, Section 36, question 6 in the application will need to be answered “Yes” and “Hopkins Faculty” should be selected in question 7. No other documents are required.
c. Study duration and number of study visits required of research participants.

d. Blinding, including justification for blinding or not blinding the trial, if applicable.

e. Justification of why participants will not receive routine care or will have current therapy stopped.

f. Justification for inclusion of a placebo or non-treatment group.

g. Definition of treatment failure or participant removal criteria.

h. Description of what happens to participants receiving therapy when study ends or if a participant’s participation in the study ends prematurely.

i. If biological materials are involved, please describe all the experimental procedures and analyses in which they will be used.
5. Inclusion/Exclusion Criteria
6. Drugs/ Substances/ Devices
a. The rationale for choosing the drug and dose or for choosing the device to be used.

b. Justification and safety information if FDA approved drugs will be administered for non-FDA approved indications or if doses or routes of administration or participant populations are changed.

c. Justification and safety information if non-FDA approved drugs without an IND will be administered. 

7. Study Statistics
a. Primary outcome variable.
b. Secondary outcome variables.
c. Statistical plan including sample size justification and interim data analysis.
d. Early stopping rules.

8. Risks

a. Medical risks, listing all procedures, their major and minor risks and expected frequency.

b. Steps taken to minimize the risks.

c. Plan for reporting unanticipated problems or study deviations.

d. Legal risks such as the risks that would be associated with breach of confidentiality.

e. Financial risks to the participants.

9. Benefits

a. Description of the probable benefits for the participant and for society.

10. Payment and Remuneration

a. Detail compensation for participants including possible total compensation, proposed bonus, and any proposed reductions or penalties for not completing the protocol.

11. Costs

a. Detail costs of study procedure(s) or drug (s) or substance(s) to participants and identify who will pay for them.

12. Transfer of Materials
Transfer of biospecimens from Johns Hopkins to another organization for research purposes and receipt of biospecimens from an outside organization for your research must adhere to JHU policies for material transfer (https://ventures.jhu.edu/faculty-inventors/forms-policies/ ) and biospecimen transfer (https://hpo.johnshopkins.edu/enterprise/policies/176/39187/policy_39187.pdf?_=0.622324232879). 
Please complete this section if your research involves transfer or receipt of biospecimens.

a. Will you receive biospecimens from an external entity for this research? [Yes/No]. 


If “Yes”, please confirm you will secure an MTA/research agreement from the appropriate office 
(JHTV/ORA) prior to transfer. 


See: https://ventures.jhu.edu/technology-transfer/material-transfer-agreements/ .
b. Will you transfer biospecimens to an external entity as part of this research? [Yes/No]


If “Yes”, please address each of the following:

1) Describe the nature of the research collaboration with the external entity and the rationale for the transfer. (Include an explanation of your intellectual contribution to the design of the research study, resulting data and sharing, and participation in the planned publications.)

2) Please confirm you will secure an MTA through the appropriate office (JHTV or ORA) prior to transfer.
(See: https://ventures.jhu.edu/technology-transfer/material-transfer-agreements/.)
3) If the biospecimens you intend to transfer were obtained through clinical or research procedures at Johns Hopkins and “Other” is selected in Item 4, Section 23, please submit the following items in that Section:
a. A completed Biospecimen Transfer Information Form https://www.hopkinsmedicine.org/institutional_review_board/forms/biospecimen_transfer_information_form.docx 

b. Confirmation of a submitted “Material Transfer Agreement Request Form for Outbound Material” https://ventures.jhu.edu/technology-transfer/material-transfer-agreements/. This confirmation can be supplied by providing the COEUS/Fibi PD/My RAP/JAWS number.

c. Confirmation of a submitted Data Use Agreement for data leaving Hopkins. This confirmation is also supplied by providing the COEUS/Fibi PD/My RAP/JAWS number. 

d. Approval documents from recipient site, if applicable.

e. Copy of the consent form(s) associated with the IRB protocol under which the biospecimens were, or will be collected, with language appropriate to this transfer highlighted.  

f. The name of the specialist you are working with in ORA to complete a contract/MTA. 

Please see the following website for more information about transferring human biospecimens to outside entities: https://www.hopkinsmedicine.org/institutional-review-board/guidelines-policies/guidelines/transferring-human-biospecimens-to-outside-organizations.   
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