IRB instructions:
· Go to this website: http://www.mssm.edu/irb/app_info/ 

· Under B: Download Forms, you will need to completely fill out 

· 1. MSSM Grants and Contracts Office Forms (all of the GCO forms that follow from this link 

· 2. MSSM IRB forms including 

· #1. Protocol Summary for New and Continuing Projects. This is just the summary document. You need to also write a full working research protocol with the elements listed at this site: http://www.mssm.edu/irb/pdfs/IRBcheck_newapps.pdf 

· #2. Consent Document (think about cultural sensitivity with this one—you DON’T have to submit this exact document, but you will need to submit some form of a consent document. (Getting oral consent wasn’t acceptable to the Sinai IRB). In addition, if your subjects are under 18, you need to find out what the legal age for consent is in that community and adjust the language in the consent form to “you/your child” if you will need the parents’ consent as well.

· #4. Assurances document

· If you are designing a survey as a part of your project, you will also need to submit a copy of that to the IRB. 

· NB: In order to get IRB approval, you must submit the consent document and the survey translated into the native language and back translated into English to ensure accurate translation. (with signatures from the translators). This is tricky for projects in Jamkhed, since Marathi is the native language and the communities speak a specific dialect. It makes it difficult to get these documents translated before you arrive on site. CALL your contact person at the IRB and talk to them about this to make appropriate arrangements. Dr. Shobha Arole (our main contact at the Comprehensive Rural Health Project) has a scanner so you can scan the translated and signed copies of these documents and email them to the IRB. 

· NB: There are three “education modules” required for IRB approval that are annoying and time consuming. You AND ANYONE LISTED AS A CO-INVESTIGATOR must do them. You can find them at the following links:

· Human Research Protection Education requirement: http://phrp.nihtraining.com 

· For this one, send an electronic copy of the certificate to Angela Khaimova at angela.khaimova@mssm.edu or fax it over to 212 -876-6789,  or submit a copy of the certificate to the "Personnel box” in the IRB office (Icahn Building 1425 Madison 4th Floor, room 4-79).

· Research HIPAA education requirement: http://www.mssm.edu/irb/edu_req/hipaa_research.shtml 

· Research Data Security education requirement: http://www.mssm.edu/irb/edu_req/data_security.shtml 

