Accounts, Profiles and Roles:  Getting Started in LBNL’s Human/Animal Research Protocol Management System (HARP)

The HARP human subjects system uses 5 different categories for protocol personnel:  Protocol Lead Investigator (PLI), Co-Protocol Leads (co-PLI), Protocol Coordinator, Additional Responsible Personnel, and Staff.  Only the PLI, co-PLI, or Coordinator can create or edit a protocol submission, and only the PLI can submit an item for review.  Responsible Personnel and Staff have read-only access.  (For more on the various roles and their responsibilities, please see page 2, below.)

Staff require neither an account nor EH&S 740 training. To have new Staff registered in the HARP system, e-mail harc@lbl.gov with their LASTNAME, Firstname Middlename, Organization, and e-mail address and ask to have them input as Staff.

PLIs, co-PLIs, Coordinators, and Additional Responsible Personnel need an account and a profile.  Individuals can customize their own profiles after set up by HARC.  To have an account/profile set up, please submit the information in the following form via e-mail to harc@lbl.gov . 

	First name
	

	Middle name or initial
	

	Last name
	

	Email address (or addresses)
	

	Institutional Affiliation
	

	LBNL employee ID number
	

	Phone number 
	

	Roles:
Responsible Staff
	(
(all individuals with profiles will automatically be assigned this role)

	
Protocol Lead Investigator (PLI)
	

	
Co-Protocol Lead (Co-investigator)
	

	
Protocol Coordinator
	

	Required Last completed LBNL Human Subjects Research Training EHS 740 on:
	

	Optional CITI IRB Training Tutorial completed on:
	

	Optional Blood Borne Pathogen training completed on:
	


Additional Information on Accounts, Profiles, Roles and Responsibilities

Responsible Personnel include the Protocol Lead Investigator (PLI), any co-Lead Investigators, the study coordinator(s), the faculty sponsor (if applicable), and any additional personnel with responsibilities for the design, conduct, and or reporting of the research. All Responsible Personnel who perform work at Berkeley Lab must have an LDAP and take EHS0740 Human Subjects Research Training Program.

Protocol Lead Investigator (PLI)  

•
Can create, edit, and read their protocol submissions 

•
Are the only one who can certify and submit their protocol

•
Only one per protocol

•
Must have an LDAP ID and at least LBNL Guest Status

•
Have ultimate authority for the conduct of the research described in the protocol

Co-Protocol Leads (co-PLI) 

•
Can create, edit, and read protocol submissions (if they have an LDAP account)

•
If the PLI is a masters or doctoral candidate and a faculty sponsor with a joint appointment at LBNL will oversee this research, the faculty sponsor should be listed as a co-Protocol Lead. 

Protocol Coordinator(s)

•
Can create, edit, and read protocol submissions

•
It is recommended that only one coordinator be named per protocol unless your group has procedures or agreements in place to prevent one coordinator from overwriting the work of another.

Additional Responsible Personnel 

•
Read-only access to protocol submissions (if they have an LDAP account)

•
Do work directly with subjects performing functions such as drawing blood, inserting catheters, administering consent, or conducting interviews 

Staff 

•
Read-only access to protocol submissions (if they have an LDAP account)

•
May perform tasks such as scheduling appointments, distributing study instruments, or analyzing identifiable data

•
Do not require EH&S 740 training, Responsible Conduct of Human Subjects Research

•
Do not need a HARP account, but must be registered as a contact.  To have a contact added to the Click system, e-mail harc@lbl.gov requesting that they be added as a contact and providing their LASTNAME, Firstname Middlename, Organization, and e-mail address

Shibboleth, Firewalls, and Getting into HARP

As HARP goes live in April, 2011, the only way to log on is through the Shibboleth authentication system using your LBNL LDAP account, just as you would for google mail or google calendar.  This means you must have an LDAP account to access HARP.  In the future, LBNL Information Technologies plans to implement a new authentication system, Federated Shibboleth.  This will allow anyone from another site that is part of the Shibboleth consortium to log on to LBNL’s HARP system using their local identification and password.  Please understand that the HARC office does not know when this transition will take place, and has no control over the Federated Shibboleth implementation. 

Additionally, note that the HARP system is behind the Lab’s firewall, and can only be accessed by computers recognized as part of the LBNL system.  If using a laptop or other remote-access device, the machine will need to be part of the LBNL Virtual Private Network (VPN).  More information and downloads available at:  http://www-lblnet.lbl.gov/vpn.html .

Frequently Asked Questions  

(a)  I have a collaborator or staff member who does not work at LBNL and whose participation is limited to analysis of identifiable data off-site.  They may be listed as Other staff, with their ‘role on study’ defined as Off-Site Collaborator –data analysis.

(b)  I have a collaborator at another UC campus that distributes recruitment flyers on their campus and refers interested potential subjects to the Lab.  They may be listed as protocol staff, with their ‘role on study’ defined as Off-Site Collaborator.  Their campus IRB should be notified of their participation in your research through a Notice of Intent to Rely.  

(c)  I have a collaborator who performs no work at LBNL, but whose contribution I want to acknowledge by designating them as a ‘co-Lead Investigator’.  We can do that!  Please note that they must have an account, but they will not have even read-only access to HARP unless they have LBNL guest status and an LDAP.  (As of 4/1/2011, this is a security provision of HARP that we cannot change.)  As co-Leads, they will receive HARP automated e-mails but they will not be able to respond to them.

(d)  I have a collaborator at another University of California (UC) campus who recruits, screens, consents, and performs preliminary blood-pressure testing on subjects before they come to LBNL for further participation.  Such collaborators should be listed as Responsible Staff or co-Lead Investigator.  You will have to request an account for them and their UC campus IRB should be notified of their participation in your research through a Notice of Intent to Rely (NOITR) filed as part of your LBNL protocol.  They do not need to take EHS0740 Human Subjects Research Training Program because their training requirements are set by their home institution.

(e)  I have a collaborator at a non-UC, federally-assured educational or research institution (i.e., an institution with a DHHS Assurance of Compliance) who recruits, screens, consents, and performs preliminary blood-pressure testing on subjects before they come to LBNL for further participation.  Such collaborators should be listed as Responsible Staff or co-Lead Investigator.  You will have to request an account for them.  Please be aware that their local IRB may require a separate protocol filing, that it is up to them to determine what the requirements of their home site are, and that the Human Subjects Committee may require documentation that those local requirements have been met.  They either need to take EHS0740 Human Subjects Research Training Program or provide documentation of equivalent training (e.g., CITI certification, or proof of completion of a locally-presented course).

(f)  I have a collaborator at a non-UC, federally-assured educational or research institution who recruits, consents, and surveys subjects using an instrument developed at Berkeley Lab.  All subject participation takes place off-site.  The protocol for the research should be filed with the Institutional Review Board at the institution performing the research.  Once approved, you should apply for an Expedited Verification Assessment through the HARP system.  Your colleague will not require a HARP account.

(g)  I have a collaborator or contractor who is not an employee of an institution with a federal-wide assurance.  This individual recruits, consents, and surveys subjects.  All subject participation takes place off-site.  

Such individuals should be listed on the protocol as some form of responsible staff.  You will have to request an account for them.  At a minimum, they need to take EHS0740 Human Subjects Research Training Program or provide documentation of equivalent training; additional training may be required.  In addition, they must fulfill the requirements in (1) or (2), below:

(1) Single individuals must complete an Individual Investigator Agreement for co-signature by LBNL’s Institutional Official.  (An IIA template is available from the HARC office or through the HSC website.)  Because they are performing ‘responsible’ tasks on behalf of LBNL and without any other institutional authorization, they must have LBNL guest/affiliate status and an LDAP.  

(2) Individuals associated with corporations, consulting firms, or 503(c) non-profits: The entity with which they are associated must obtain a Federalwide Assurance of Compliance assigning LBNL as the IRB of record.  At the discretion of the Human Subjects Committee, the entity may be asked to designate a single individual to serve as Responsible Personnel on the protocol, but will individually assure that each person in their employ working on the research has been appropriately trained.  The entity will maintain a separate record of their employees’ training and will provide it to the HSC upon request. 

An IRB Authorization Agreement (IRBAA) detailing the entity’s acceptance of these responsibilities must be submitted for co-signature by LBNL’s Institutional Official. (An IRBAA template is available from the HARC office or through the HSC website.)
(h) My colleague, collaborator or staff member needs to take EHS 740 or other acceptable training, but they don’t have LBNL employee or affiliate status.  They can go to the EHS0740 Human Subjects Research Training Program, log on using their e-mail, and then use the completion e-mail they will receive as proof of training.  

(i)  I have a Proposal Specialist or administrative assistant who needs to be able to check on my protocol expiration dates.  Proposal Specialists or other administrative staff may be listed as on the protocol as Staff, with their ‘role on study’ defined appropriately.  Remember that they must be registered in the HARP system before you can add them to your protocol.  (E-mail harc@lbl.gov with their LASTNAME, Firstname Middlename, Organization, and e-mail address and ask to have them input as Staff.)  To add them as Staff or should your specialist change you will need to submit a ‘Staff Change Only’ amendment.

