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I. Getting started

a) Accounts. All principle lead investigators and their protocol personnel must have an account on the HARP system. The HARC staff set up new accounts. Please send us all the information requested in the “Accounts, Profiles, and Roles” document which can be downloaded from the AWRC website. Each person listed on a protocol, who is not already in the HARP system, must have a document filled out for them. This includes the protocol lead investigator. You may email this to harc@lbl.gov or snail mail it to HARC, MS 26R143. Please allow a few days for accounts to be created.

b) Accessing HARP If you are on an LBNL computer, and logged into anything (gmail, calendar, etc.) where you have already typed in your LDAP password, the HARP system can be accessed through opening a web page and typing in the url goapp/harp. If you are on a non-LBNL computer, you can get access from offsite either by logging on to your LBNL computer remotely, or through the use of Virtual Private Network (VPN) software, available to LBNL employees form the IT Division website. Once inside the VPN, use the url goapp/harp and this will take you in. Note that you will get to a HARP page, but you will still need to login. How to do that? Look in the far upper right corner. In tiny font you will see “login” in light blue letters. Click on this. 
II – Full Protocols

a) Creating a new animal use protocol in HARP. Either a protocol lead investigator, a co-investigator, or a protocol coordinator may create a protocol, but only the protocol lead investigator can submit it for consideration. The submission function is the equivalent of an electronic signature. The person creating the protocol should log in to HARP and will be taken to their home page. On the left side of the screen is a row of activity functions. Select the blue “create new animal protocol” button and you will be taken to the first screen of the protocol. Please check the relevant boxes for the type of protocol and proceed. Note that you will be directed to only the necessary screens for the type of protocol you are entering.
b) Navigating around the system
Once you have created a protocol you will be led through a series of screens which will allow you to fully describe your work with the live animals to be used under this protocols. You can move through screen by hitting the continue button on the right hand side, but you may also jump to a new section by using the pull down menu by the “jump to” text in the blue bar across the top. Just hold down the menu and select the section you want to go to. Using the jump to menu is a real time saver and makes it easier to move around in the protocol, however, get into the habit of hitting the “save” button before jumping off a page to avoid losing any new data you’ve just entered. When you move through the protocol by hitting one of the continuation buttons, your current page will always be saved.
A full protocol is set up so that there are a few introductory screens that everyone must go through (see below), then a Species Information page where you will be allowed to define the different groups of animals you will have in the study. Some protocols will have only one group, some will have two, some will have many more. For most researchers, the groups will consist of the different strains of animals they will be using. Group names should be short and unique. If you want to use the strain(s) for the group name, this is best only for breeding protocols. For each arm or group you will define the procedures these animals will go through, detail the sequence of experimental events, housing, identification, etc. for this group. (See below (c) for advice on how to define groups if you have a very complex protocol.)
Once you have entered an arm, or group, you will be navigating around in that arm. There are two ways out. If you go forward, you will eventually come back to the Species Identification page. Or, if you want to get out of the arm and back into the general area of the protocol, after having saved the page you are working on, you may hit exit at the top.
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c) For complicated protocols with multiple experimental sequences and many different strains of animals in each sequence: This is a new system, and researchers themselves will find out how best to use it for detailing their research, but here are some suggestions. Create your first group with one of your experimental sequences, then copy that for all the other strains/groups in this sequence. If your arms/groups are almost exactly the same, or are very similar, we strongly suggest that you enter one arm, have the veterinarian pre-review this, make all the changes you need to, then copy the arm. For the second sequence, if it is very similar to the first, copy one of those groups and change as needed. But if it is fairly different, in terms of procedures, it might be better to simply create a new group/arm, then copy that for all the other strains/groups that follow that sequence. And the same advice applies to the third experimental sequence, the fourth, etc. You will find it very helpful if you make your group names as specific as possible to avoid confusion. For example: xenograft 3 mo; xenograft 2 yr; tumor growth; control. Note that if you have more than one species in a protocol, but the procedures are very similar, you can still copy an arm, but there is a trick to it. See question 3 in the FAQs below.
d) Departmental review. In lieu of departmental or division head signatures of the paper protocol, the HARC office has created Departmental Review Verification Document that should be submitted to the researcher's departmental head, along with an account of the planned research, for review and signature. You can download this from the AWRC website. A .pdf file or similar can be uploaded into the HARP system on the "Investigator's Assurance" page of the protocol, which is the last page before the final page.
e) Submitting the protocol and Veterinary Pre-review. All new, modified, and triennial renewal protocols will be subject to pre-review by the veterinarian. When such a protocol is submitted its state will change to "veterinary review" in HARP and an email will be sent to the veterinarian with a link to the protocol. The veterinarian will look at the protocol and either send it on to the HARC office or, more likely, make some review notes, suggest some changes, and return it to the researcher. When the latter happens, the protocol lead investigator, and co-lead investigator (if any), and the protocol coordinator (if any) will get an email with a link to the protocol. The suggested changes can be made, justifications can be given, etc., and the protocol can be re-submitted for veterinary review. This may be done a number of times until the veterinarian is satisfied that the protocol may move forward for Animal Welfare and Research Committee review. The vet will use the HARP system to send the protocol to the HARC staff and they will put it on the agenda for the next monthly AWRC meeting.
III – Collaborative and other types of protocols
All animal research conducted at or in any way sponsored by LBNL must be carried out under an approved Animal Use Protocol.  When animal use takes place off site, LBNL must ensure that researchers provide documentation showing that the animals or tissues will be used appropriately and that the animal derived material or data received at LBNL were obtained under an animal use protocol approved by an Institutional Animal Care and Use Committee (IACUC), analogous to the LBNL AWRC, covered by an Office of Laboratory Animal Welfare Assurance or other suitable ethical standards. There are several different types of collaborative research possible.  A researcher may wish to conduct joint research with a colleague at a different institution.  Or a researcher may wish to use tissues or data from a commercial laboratory.  In some cases a researcher will be receiving archival or surplus tissues from an on- or off-site colleague.  See the types of collaborative protocols document on the AWRC website for a more detailed explanation of the types of collaborative research. A fourth possibility is to ship live animals from LBNL to a colleague at another institution.  
Note that previously approved collaborative protocols must also be entered into HARP. Contact the HARC office at harc@lbl.gov or x5399 with any questions. Enter the HARP system and click on the blue button on the left side of the screen for creating a new protocol. On the first page you will be asked what kind of protocol you are creating. Check the appropriate buttons for your type of collaboration. You will then be led through a set of screens asking all relevant information and with a place to upload your collaborator's materials. The PLI then should submit this to the HARC office, where it will be reviewed and scheduled for the next monthly AWRC meeting, if no changes are requested.
a) Joint research collaborative protocols. If an LBNL researcher is collaborating on research with a colleague from another institution, where the live animal work will be done at the other institution, but the LBNL researcher will be sending out or receive tissues or data from the work and the LBNL researcher is providing some of the funding for the work, then the LBNL researcher should submit a joint research collaborative protocol to the AWRC through HARP. This is a much shorter process that the full protocol, with only a handful of screens to go through. The main thing for the LBNL researcher is to have an electronic copy of their colleague’s IACUC approved animal use protocol, including proof of current approval. The latter may be a separate letter, or date of expiration on a signature page. We will need the NIH Office of Animal Welfare (OLAW) Assurance number for the institution’s IACUC, or a foreign equivalent, and the name and contact information for the chair of the IACUC. The LBNL collaborative protcol’s expiration date will typically be set for a month after the other institution’s protocol expiration date.
b) Commercial laboratory use collaborative protocols. If an LBNL researcher is having work done at a commercial laboratory involving live animals, then this type of protocol should be used. The most common type of such work is antibody production, but it can cover PET scans, MRIs, and other work. This is a much shorter process that the full protocol, with only a handful of screens to go through. The main thing for the LBNL researcher is to have an electronic copy of the commercial laboratory’s  IACUC approved animal use protocol, including proof of current approval. The latter may be a separate letter, or date of expiration on a signature page. In lieu of a protocol, the commercial lab may have an SOP, or standard operating procedure. As long as this is IACUC approved, we will accept it. We need the approval date and the expiration date of the protocol or SOP. In addition, we need the NIH Office of Animal Welfare (OLAW) Assurance number for the lab’s IACUC, or a foreign equivalent, and the name and contact information for the chair of the IACUC. The LBNL collaborative protcol’s expiration date will typically be set for a month after the commercial lab’s protocol or SOP expiration date, or a year, whichever comes first.
c) Archival and Surplus tissue protocol and facility use. When a researcher will be getting surplus or archived animal tissue from another researcher at LBNL, or from a colleague at another institution, an archival and surplus tissue collaborative protocol should be filed. This is a very simple form and need be renewed only every three years. It enables the AWRC (LBNL’s IACUC) to ensure that all animal tissue received was derived from live animal work that was IACUC approved.
If researchers from another local institution want to use some LBNL facility (soft x-ray, etc) with live animals, they should submit a facilities use protocol. Call the HARC office (510/486-5399) or send email to harc@lbl.gov to talk about setting up an account for this.

d) Shipping:  The Protocol Lead Investigator (PLI) must have an account and profile in HARP. See above under Ia) “account and profile set up” for how to get these. Then create a new protocol in HARP, check “yes” on the first page for shipping, and proceed through the system to answer all relevant questions, upload requested documents, etc. Once the shipping protocol is complete, the PLI should submit it in HARP. Call the HARC office (510/486-5399) or send email to harc@lbl.gov to discuss any issues. Note that shipping permissions are not tied to the AWRC meeting schedule and may be submitted, and approved by the AWRC Chair, Vice Chair, or HARC staff independent of the full committee.
IV Modifying or Amending Protocols
a) Amending a protocol from a paper approval: A protocol must exist in HARP in an approved state to be modified. During our transition period (May 2012 – summer 2015) a protocol to be modified must be first entered into HARP as it was last approved. Here are the steps you should take, in order.

1) Make sure you have accounts and profiles set up for all relevant personnel (see Ia) above. 

2) The next step is to create a word document with a description of the changes you wish to make. For example: “We wish to add a strain of mice (describe) and a new set of experiments for them (describe). They will be housed with our other mice in XXXX. Please give as full a description as you can, including changes in number of animals, in anesthesia/anesthetic, euthanasia, breeding, blood collection, chemical agents, any extra health monitoring needed, etc. Make sure you add a rationale for your change, a literature review, and an update to your personnel’s duties. The more complete this document is, the easier it will be to create your amended protocol in HARP and the easier it will be for the committee to review it.
3) Once you’ve taken care of this, get into HARP and create a new protocol by clicking the horizontal button on the left with the image of a rabbit.

4)  On the first page, indicate that this is a triennial renewal (even if it is not). 
5) The third page in your new protocol, after personnel, will be the triennial review page. Answer questions 1.0 through 4.0 as best can, considering your last full protocol and your amendment. Then, under 5.0, upload a scanned in .pdf file or a word file containing both your change description document (created as per 2) above) and your latest AWRC approved full protocol.

6) Then proceed in creating your protocol as you wish it to be amended, that is, including all the changes you are requesting, along with all the previously approved material you wish to retain.

7) Once all is complete in the new amended protocol, the PLI should submit it as usual.

b)
Amending an electronic protocol in HARP: 
1) Go to the workspace for the approved protocol with the golden box in the upper left hand corner saying “Approved.” Scroll down to the bottom of the page and on the left hand side you will see a button for Modifying a Protocol. Click on this and you will be taken into a set of smart forms (5-6) pages where you will answer some questions about the nature of your requested modification (changing personnel? changing procedures? etc.) On the last page, once you have answered all the relevant questions, HARP will make a copy of your approved protocol (this takes a few minutes) and you will see a hypertext link to that copy. Click on that and make your changes straight into the protocol.
2) PLIs should submit as usual, once everything is complete, by hitting the “submit” button on the left hand side of the amendment’s workspace. Such modifications must go through veterinary pre-review, so researchers must submit these modifications according to the schedule for new protocols. The submission date is always two and one half weeks before the regularly scheduled monthly AWRC meeting. The Committee may ask researchers for revisions and resubmissions of requested modifications, even if changes seem minor. Please be aware that modifications may take up to two months or more for approval. Note that when you enter your home page, you will see “Modifications” along with “Cages” and “Continuations” in the upper left hand corner. You will need to go to the modifications section to see your modifications either in process or completed (approved).

V Renewing protocols

a) Paper protocols up for short form (non-triennial) renewal: download the short form renewal and the protocol personnel forms from the AWRC website as usual, fill them out, get all needed signatures, and submit only the original to the HARC office by the deadline. It will be scanned in by the HARC office and uploaded into the electronic agenda. Revision request letters, etc. will be handled as usual. If you wish to avoid mailing a paper protocol, you may scan in the signed short form renewal and the protocol personnel forms yourself into one .pdf file and send the it to the harc@lbl.gov.  
b) Electronic protocols in HARP: 
1) If your protocol is all on paper, and you are entering the protocol in HARP, for the first time, as a triennial renewal: A protocol up for triennial renewal must be entered into the HARP system. On the first page of the newly created protocol, one of the last questions answered is whether or not this is a triennial renewal. If you check yes, then on the third page you will come to a screen asking the usual triennial questions, about number of animals used and summary of research results. After this, proceed through the protocol as described above in section II.
2) If you already have an electronic protocol in HARP and it is not up for triennial review: Go to the protocol’s workspace and scroll down until you see the “Short Form Renewal-Termination” button the left. Click on this and you will be taken to a form of 5-6 pages where you will be asked the usual short-form renewal questions about numbers of animals used, any discrepancies noticed, any personnel changes, any changes in housing, etc. Once this is complete, the PLI should submit it as usual.
VI The Review Process

a) State changes in HARP: On the workspace of a given protocol, there is a rectangular goldenrod box in the upper left hand corner that tells you what HARP state the protocol is in. When you first create a protocol it will be in “pre-submission”. After a full protocol or modification is submitted it will be in “veterinary review.” If the veterinarian requests changes, the protocol will be in a “changes required by veterinary review” state. Once it has been resubmitted, it will go back to “veterinary review.” When the vet approves it to go onto the HARC office, it will be in a “HARC/AWRC staff review” state. If the HARC office wants changes, it will be sent back to the researcher with reviewer notes and will be in a “changes required by HARC” state. If this happens, make the changes and resubmit the protocol. If no changes are required by HARC, the staff will schedule the protocol for the next AWRC meeting, in which case it will move to the “Committee Review” state. After the meeting has been held and the votes have been recorded for all items (which can take a day or two) the protocol will move to the “meeting complete awaiting correspondence” state. If the protocol was approved by the committee, the HARC staff will create an approval letter and send it to the chair, who will edit the letter and then send it on to the protocol staff. You can track the progress of a protocol through this process by state changes: “AWRC chair correspondence review” and “Approval.” If some changes to the protocol have been required by the committee, the HARC staff will draft a letter and send it to the chair, who will edit it and send it on to the protocol team. Each of these steps involve a state change: “AWRC chair correspondence review” and “Clarification Required” or “Deferred” or “Disapproved.”
b) Responding to reviewer notes: 
Probably the easiest way for you to find the relevant reviewer notes is to go to the workspace for the protocol and scroll down until you see the set of gray tabs: History, Attachments, Pre Review Status, etc. Click on the tab for "Reviewer Notes" and scroll down the page to see all the reviewer notes. You can click on the red hypertext for the note and it will take you straight to the page where you need to respond. If this is not your first round of responses to reviewer notes, then you are looking for the notes that are "Veterinarian Change Request" or “IACUC Draft Change Request” where there is no green space indicating that you have already responded to the note.
c) Veterinary pre-review:  All full protocols, modifications of full protocols, and triennial renewals will be sent to the veterinarian for pre-review when they have been submitted. The veterinarian will make reviewer notes in the protocols where she asks for changes to be made, or she will pass it straight on to the HARC office. If the vet wants changes it will be sent back to the researcher, where all reviewer notes must be responded to, and resubmitted. When the vet feels that the protocol is sufficient to go to the next AWRC meeting for committee review, she will advance it to the HARC office.   Note, when responding to a reviewer note, if you agree with the requested changes, the best thing to do is make the changes on the relevant page in the relevant place (i.e., in justification textbox or under 3.0 textbox, etc.), save your changes by hitting the SAVE button on top, then respond to the reviewer note with “done, see 1.0 (or 3.0 or whatever) below.” If you disagree with the requested change, then respond to the reviewer note with your justification for keeping it as is.
d) HARC office review: All collaborative type protocols and shipping protocols will come straight to the HARC office when they are submitted. All full protocols will reach the HARC office only after veterinarian pre-review has been completed.  The HARC staff will review each protocol for completeness. If the staff is satisfied, the protocol will be scheduled for the next AWRC meeting. If not, reviewer note(s) will be created and the protocol will be sent back to the protocol team for revision.
e) Animal Welfare and Research Committee review: Committee members will review the protocol and may create reviewer notes where they ask questions, ask for justifications, or suggest changes to be made. Once the protocol has been considered at the meeting and voted on, within few days the researcher and staff will receive either an emailed letter of approval, or a letter requesting further changes be made, with a link to the protocol in HARP.
f) Revisions and resubmissions: If the protocol required clarification, the suggested changes and clarifications must be addressed and then the protocol can be resubmitted to the HARC office. Once again, the submission may only be done by the protocol lead investigator (PLI). In such cases the AWRC chair or other designated person may review the changes and either approve them or send the protocol back to the researcher for further revision. This can go back and forth until the AWRC chair or designated person is satisfied at which time the PLI and staff will receive a letter of approval. If a protocol was tabled or deferred at the AWRC meeting, then a letter detailing requested changes and clarifications will be emailed to relevant protocol personnel, with a link to the protocol in HARP. Once all the reviewer notes have been addressed, the protocol should be submitted again, by the PLI, and it will be re-reviewed by the vet and the chair and scheduled for the next monthly AWRC meeting.  Note, when responding to a reviewer note, if you agree with the requested changes, the best thing to do is make the changes on the relevant page in the relevant place (i.e., in justification textbox or under 3.0 textbox, etc.), save your changes by hitting the SAVE button on top, then respond to the reviewer note with “done, see 1.0 (or 3.0 or whatever) below.” If you disagree with the requested change, then respond to the reviewer note with your justification for keeping it as is
VII Discontinuing or Withdrawing a protocol

a) Discontinuing a paper protocol: For a full protocol, use the old paper protocol discontinuation form, which can be downloaded from the AWRC website. Fill this out, sign it, then submit only the original to the HARC office. For collaborative protocols, a descriptive email may be sent to Dianna Bolt, as usual.
b) Discontinuing an electronic protocol in HARP: On the HARP page for the protocol, scroll down until you see the Short Form Renewal-Termination button near the bottom on the left. Click on this and on the first page fill out as requested, checking the appropriate button near the bottom, 6.0, that indicates that the protocol is to be terminated. You will then be taken to a screen asking for information on results of the research and the final disposition of the animals. Once complete, this should be submitted by the PLI as usual.
c) Withdrawing an electronic protocol in HARP that has not yet been fully approved (or even possibly submitted): Only the PLI of the protocol may do this. Go to the workspace page for the protocol and scroll down on the left until you see the “Withdraw” hypertext on the right. Click on this and you will get a pop-up window with a text box asking for the reason for the withdrawal (e.g. a mistake, no funding, etc.). You may upload a document here, if you find that needful. 
VIII Copying a protocol

a) One of the most useful things in the HARP system is that you can copy a protocol and modify it to make new protocol. This can be done from any state a protocol is in: in process, approved, or archived. When you go into the workspace of the protocol, if you scroll down on the left you will see the “copy” button. Click on this to copy the protocol. Note that it can take a few minutes. If you go to your IACUC list of protocols, you should see the copy. Go into its workspace, click the “edit study” button, change the title to something other than “Copy of XXX,” and proceed through the protocol, making changes where needed. 

b) Making a template: Note: the system has the capability of letting you copy a protocol into a template, if it is a type of protocol you will be using over and over. If you’ve copied a protocol and can’t fine the copy, look in your templates, because it might be there. You’ll have to copy it out of the template to work on it.

c) Archived study: If you’ve discontinued or withdrawn a study, you can still make a copy of it, but it’s a little trickier to find. The PLI should login to HARP and, once in, click on the IACUC "tab" at the top (dark blue letters on light blue bar). This will give you a list of all IACUC protocols ever entered into HARP for the PLI. On the middle of the screen you will discover three gray tabs: for “In Progress,” “Approved,” and “Archived.” If you go into the Archived space, you'll see all withdrawn and discontinued protocols. Click on the hypertext titles to go in their workspace. On the left, under Activities, you should see "Copy Protocol" if you scroll down a bit.
IX Frequently Asked Questions

Definitions:  

IACUC – Institutional Animal Care and Use Committee. At LBNL, this is the Animal Welfare and Research Committee, or AWRC

HARP – Human & Animal Research Protection online protocol system


HARC – Human and Animal Research Committees office

SOP – standard operating procedure – what a commercial lab may have to describe routine procedures. Should be approved by their own IACUC.

BUA – Biological Use Authorization – this is obtained through the LBNL Biosafety Committee 

RWA – Radiation Work Authorization – this is obtained through the LBNL Radiation Safety Committee
PLI – protocol lead investigator. In most cases, this will be the person holding the grant, or the person who’s lab is conducting the work

USDA – United States Department of Agriculture, the agency that oversees live animal work. The USDA has established a set of pain and distress categories

FAQs

1) Q: What’s the process for adding personnel? I don’t have to amend the full protocol, do I? A: You go through the modification process as described in section IV above, making sure that you have had accounts and profiles created for all your new personnel, as per section I(a) above.
2) Q: I’ve got a protocol dealing with mice and rats, and I’ve created an arm/group and want to copy it and make a few changes. However, I can’t seem to change the species on the copy arm. A: HARP is set up such that if you have specifies specific procedures or guidelines checked in an arm, a copy of that arm will list the same species. What you can do: go into the first arm and on the Procedures Classification page (1st page in the arm), uncheck all the boxes. Make the copy, change the species, then go back into both the first arm and the copy and recheck the boxes for the needed procedures. Note that in the copy, with the species changed, on the individual procedure pages you may need to check some different guidelines, change some text, etc.
3) Q: Why are the deadlines so early for the meetings? I’m not sure I can make the deadline. A: It’s vital that the veterinarian have enough time to pre-review a protocol. The vet will just about always put in some reviewer notes of things she wants changed, sometimes 20, 30, or 40+ notes. The protocol is then sent back to the researcher, who must respond to each note and send it back to the vet. It’s not uncommon for protocols to need 2 or 3 rounds of this before the vet is satisfied enough to send the protocol on to the HARC staff to schedule it for a meeting. You can see that the 10 days we have allotted for the vet pre-review is barely enough time. The HARC staff also needs a day or so to look over protocols and note if there are any glaring problems, such as an out of date collaborator’s protocol, not all procedures being assigned to at least one person on the staff, etc. If such a problem is noted, the protocol will be sent back to the researcher for correction. Agendas for the AWRC meetings are sent out 5-6 days in advance to give committee members time to review protocols and make their own comments and determinations. You can see that due dates for full protocols being 16 days in advance of the meeting barely give enough time for all this activity to occur. Please do not call and beg the veterinarian or the HARC staff for extra time to get your protocols in. We are working as fast as we can on the material that was submitted on time.
4) Q: How can I get a printed copy of my protocol? A: Go to the protocol’s workspace, and you will notice a button entitled “printer version” on the left, just under the edit study/view study. Click on this and a printable version of the protocol will come up, which you can print out. Using the print pop up box, you can select print on both sides of paper (if you have a printer capable of doing this), put in a “draft” or “confidential” water mark, etc.

5) Q: How are the personnel listed on this protocol supposed to be able to review it? A: Everyone listed should have accounts and profiles set up in HARP for them. They should be able to go to HARP (either type in goapp/HARP for a web address, or use one of the links to HARP on the AWRC webpage), and login using their LDAP. They should be able to view the protocol and click through to the end.

6) Q: I’ve got my protocol all done and I’m trying to submit it, but there’s some kind of an error and it won’t let me submit. A: This is happening because there are some required fields where questions have not been answered. To see what these are, click on the edit study button to get into the protocol. Along the top light blue bar you will see the option “hide/show errors.” Click on this, give the system a minute, and below you should see a list of every page where there is something missing. You can click on the page name in the right hand column and it will take you directly to that page, to the very box you need to fill in. Once you have corrected all the errors, you should be able to submit the protocol.

7) Q: I have this problem where I had a procedure checked, then decided I didn’t need it anymore and unchecked it, but it’s still showing up on the training page. A: This is a rare problem that we believe we have a fix in place for. However, if you run into it, please let the HARC office know. Meanwhile you can follow this sequence to fix the problem:  This is occurring because there are procedures and guidelines checked on the page for that now unneeded procedure. The current fix is to 

a) go onto the Procedure Classification page

b) check the (now unneeded) procedure again and save

c) go to the relevant smart form pages for that procedure (either by hitting the continue button or by using the jump to menu)

d) uncheck all guidelines and procedures on that page

e) go back to the Procedure classification page and uncheck that unneeded procedure.

f) Note that you will have to do this for all arms in the protocol where the unneeded procedure was once selected.
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