
Activities that Require IRB Review



Case Reports / Limited Case Series
Activity Description IRB Review Required?

Case Report A description (i.e., publication or presentation) 
of the clinical characteristics or treatment(s) 
provided to three or fewer patients that share a 
common condition, which did not involve 
activities defined as research. 

No, when the activity is limited 
to 1-3 patient records.

Limited Case Series A description (i.e., publication or presentation) 
of the clinical characteristics or treatment(s) 
provided to four or more patients that share a 
common condition. This activity constitutes 
“research”. 

Yes, when the activity involves 4 or 
more patient records.

NOTE: If the Case Report involves 1-3 patients, but the journal you intend to submit to 
requires proof of IRB review, then you will need to submit for IRB review prior to initiation of 
any data collection activities

For case reports or presentations that involve AV Recordings, “Consent for Collection and Sharing of Images and/or AV 
Recordings for External Use” must be used. 

https://pstat-live-media.s3.amazonaws.com/attachments/77ad604b-540f-4e02-bac7-efbffa77ae54/ATTACH%20C_Consent%20for%20Collection%20and%20Sharing%20of%20Images%20AV%20for%20External%20Use%20-%20Final.pdf?AWSAccessKeyId=ASIASVLI4DFU5DTSOCZP&Signature=KXmNmQlJAyHjtCScf6Q8D%2FpcwkM%3D&x-amz-security-token=IQoJb3JpZ2luX2VjEK7%2F%2F%2F%2F%2F%2F%2F%2F%2F%2FwEaCXVzLWVhc3QtMSJHMEUCIBJCubTNGj2H3gyaBUzVWBe7sCD8JcJsns1gxT2BLQFrAiEAnloIi0f6PqTez5CCOa1QJCPLSULbWMyET5lxEozP%2B38q1QQIl%2F%2F%2F%2F%2F%2F%2F%2F%2F%2F%2FARAAGgwxODMyOTI5MjYzMTMiDGviIWcn8MJaWNBf%2BiqpBADssuUnaBZttA%2FgsDTilRHSMx%2F4SdgxeXVpuP1g0JRXYcq5vy%2FeiZh9HJe4la1W5mVRDl7lqndD3ZLMkt0Ha44x8wltqV7j6YHF%2Bym3kdihOqO0Fcl067NZ6KNjyuppN5yosycw%2Fk2xkeJegOA3XUwctJftlYMSmlHZfNezFmQ6qfYJ9O%2FWYUiaDTk8bPX3ExLJ%2B9zK5sIGVYtHDW%2B2FNn2B4iaoimnoM7xCZJ6qRqkvOYYzfa67Ihiv%2Bx2%2BMz5K4czH%2FI0%2FI%2FX4gQ2jVz9B35%2BNJY3CEt89dZace3vMKO20lvcKZF8cShDusT1owBfWQoz2Qg%2FGowReWENCaou0ZH3DeGmXncE%2F7hy2BzHgonny%2BioE1mTHh5YG851x%2FswgbHqmobgwLhgVjCEUux1F6V4sviXBOZR5LZn2NPfaxrhz582%2BMw0d8ocu1wZNfhHmh4bUhFnQsZriK1eCXK%2BrMh6X9THdid23O5hR%2F7H1%2BSjFoAi2i2BC%2Fj1RlmAIHjzLP13LVgyYuxlYJVNs39Z2UlgvT6vPkFVdukQVQR7hDF4nrgKoq%2FMkOkGVEFrK%2FcSVSY3PcwWhPu5rrRn8K7hZPsNOE01DEDyg17Sn3sEHCWllB5n3SCfGRsSPS%2BQyYEXdfDshP%2FqqKXqPJU5JRv8%2BGb8CpZ5M6H9IAJq2VtmB6KXqoWCO4z0Xh2SH5uvc5Qeirqi4d96ShTnhnaNJuCMKrT08ZR324iMg2kwn6KGmwY6qQH1mNhDyfqdgIlT60wjz%2FuPQ35%2BZ5CNfBofchbbVtaqumvQqZfwTXRE%2B9n5xwrH4z5o4m%2ByIhYYau4vdIamNyArOjJHQs7LX3tXvnpC9YhGuy%2BqNf7hhhWkB0advwQ0hs%2FUfJgn07fGY279AQvHnpLWMjLo72dbzAOQsc7ME4kQux%2BymMg3JG8ERwsfTiqM9DDKEosbGAnQRKp%2ByX9gnBqOCjQvV8WLx02O&Expires=1669932452
https://pstat-live-media.s3.amazonaws.com/attachments/77ad604b-540f-4e02-bac7-efbffa77ae54/ATTACH%20C_Consent%20for%20Collection%20and%20Sharing%20of%20Images%20AV%20for%20External%20Use%20-%20Final.pdf?AWSAccessKeyId=ASIASVLI4DFU5DTSOCZP&Signature=KXmNmQlJAyHjtCScf6Q8D%2FpcwkM%3D&x-amz-security-token=IQoJb3JpZ2luX2VjEK7%2F%2F%2F%2F%2F%2F%2F%2F%2F%2FwEaCXVzLWVhc3QtMSJHMEUCIBJCubTNGj2H3gyaBUzVWBe7sCD8JcJsns1gxT2BLQFrAiEAnloIi0f6PqTez5CCOa1QJCPLSULbWMyET5lxEozP%2B38q1QQIl%2F%2F%2F%2F%2F%2F%2F%2F%2F%2F%2FARAAGgwxODMyOTI5MjYzMTMiDGviIWcn8MJaWNBf%2BiqpBADssuUnaBZttA%2FgsDTilRHSMx%2F4SdgxeXVpuP1g0JRXYcq5vy%2FeiZh9HJe4la1W5mVRDl7lqndD3ZLMkt0Ha44x8wltqV7j6YHF%2Bym3kdihOqO0Fcl067NZ6KNjyuppN5yosycw%2Fk2xkeJegOA3XUwctJftlYMSmlHZfNezFmQ6qfYJ9O%2FWYUiaDTk8bPX3ExLJ%2B9zK5sIGVYtHDW%2B2FNn2B4iaoimnoM7xCZJ6qRqkvOYYzfa67Ihiv%2Bx2%2BMz5K4czH%2FI0%2FI%2FX4gQ2jVz9B35%2BNJY3CEt89dZace3vMKO20lvcKZF8cShDusT1owBfWQoz2Qg%2FGowReWENCaou0ZH3DeGmXncE%2F7hy2BzHgonny%2BioE1mTHh5YG851x%2FswgbHqmobgwLhgVjCEUux1F6V4sviXBOZR5LZn2NPfaxrhz582%2BMw0d8ocu1wZNfhHmh4bUhFnQsZriK1eCXK%2BrMh6X9THdid23O5hR%2F7H1%2BSjFoAi2i2BC%2Fj1RlmAIHjzLP13LVgyYuxlYJVNs39Z2UlgvT6vPkFVdukQVQR7hDF4nrgKoq%2FMkOkGVEFrK%2FcSVSY3PcwWhPu5rrRn8K7hZPsNOE01DEDyg17Sn3sEHCWllB5n3SCfGRsSPS%2BQyYEXdfDshP%2FqqKXqPJU5JRv8%2BGb8CpZ5M6H9IAJq2VtmB6KXqoWCO4z0Xh2SH5uvc5Qeirqi4d96ShTnhnaNJuCMKrT08ZR324iMg2kwn6KGmwY6qQH1mNhDyfqdgIlT60wjz%2FuPQ35%2BZ5CNfBofchbbVtaqumvQqZfwTXRE%2B9n5xwrH4z5o4m%2ByIhYYau4vdIamNyArOjJHQs7LX3tXvnpC9YhGuy%2BqNf7hhhWkB0advwQ0hs%2FUfJgn07fGY279AQvHnpLWMjLo72dbzAOQsc7ME4kQux%2BymMg3JG8ERwsfTiqM9DDKEosbGAnQRKp%2ByX9gnBqOCjQvV8WLx02O&Expires=1669932452


Other Activities that Require IRB Review* 
Activity Description
Case Studies An intensive, prospective, systematic investigation of a 

single individual, group, community, or some other unit.

Clinical Investigations Experiments using a test article in one or more human 
subjects.

“Compassionate Use” of an investigational 
drug or device

Physician determines an unapproved drug or device is 
the best treatment for a patient and meets the required 
criteria.

Data / Specimen Repositories or Registries Storage of tissue, blood, genetic material, or data that is 
identifiable or de-identified.

*This is a simplified list. For a complete list, please see GUIDANCE: Activities that Require IRB Review (HRP-004)
(available via https://www.sharp.com/research/upload/Guidance-Activities-That-Require-IRB-Review.pdf) 

Contact the SHC IRB Office for any questions regarding 
activities that require IRB review: research@sharp.com 

https://www.sharp.com/research/upload/Guidance-Activities-That-Require-IRB-Review.pdf
mailto:research@sharp.com

