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Prot ocol Number |1 |3 |4 |7 |2 P‘ | |

Any change to an approved research protocol, including the research plan, consent process
and form co-investigators, other research personnel, and/or methods of subject
recruitment, requires the subm ssion of an Anendnent. Please clarify the change(s) to be
made and the rationale for the change. The revised protocol, consent form
advertisements, and/or lnvestigator Brochure with the changes clearly identified, using a
hi ghl i ghter, nust be submitted. A cover letter or additional information may al so be

attached. |If revisions are not summarized and if the revised portions of the pertinent
docunents are not highlighted, the amendment package will be returned to the subnmitting

i nvesti gator.

Amendrents to protocols may not be initiated until | RB approval has been obt ai ned.

PRI NCI PAL | NVESTI GATOR

Last Nane Fi rst Nane

Rlofslefnffilelijd] | | [ [ [ [ [[[[[[[[[][Rlofolefrt [ [ ] ]]]]]]

PROTOCOL TI TLE

Gonadotropin Releasing Hormone (GnRH) Agonist Test in Disorders of Puberty

The foll owi ng changes are proposed for this protocol:

|:| Princi pal Investigator change

Pl ease list the name of the new Principal Investigator

tast tare | | | ][ LTI

Firsttane | | | ][] ]]]]

esD 10¢ | | |- |||

[ ] Co-lnvestigator change _ _ _ _ .
If you are adding or renoving a coinvestigator or coinvestigators, please

conpl ete and subnit supplemental form A

[ ] her research personnel change
If you are adding or renoving a nmenber of the investigative staff (other than
a coinvestigator), please conplete and submit supplenental formB

|:| Primary contact change

tast tare | | | ] [T

Firsttane | | | ][] ]]]]
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http://www.adobe.com/acrobat/readstep.html

|:| Titl e change
New Protocol Title

[ ]Drug

If a drug is being added to the protocol please subnmt the Supplenmental FormD .

[ ] Device

If a device is being added to the protocol please submt the Supplenental Form F.

|:| St udy popul ation

Age Range (check all that apply) Type of Subjects

[ ]0-7 yrs. [ ]Jinpatients

[]8-17 yrs. [ ]Joutpatients
[]18-58 [ Jheal thy vol unteers

-58 yrs.
[ ]uC enpl oyees
59+ yrs.
= g [JuC Students

Speci al popul ations to be included in the research (check all that apply):
[ ]Jm nors under age 18 - Suppl enental form C nust be incl uded
[ ] pregnant wonen
[ Jfetus/fetal tissue
[ ]prisoners
[ ]econonical ly di sadvant aged
[ ]decisionally inpaired
[ Jmental ly retarded
[Jilliterate
[ ] Non- Engl i sh speaki ng

[ ]Number of Subjects

Pl ease indicate the nunber of additional subjects to be recruited into the study.
In addition, please indicate the new total nunber of subjects.

To be added I:I:I:I:I Total number of subjects I:I:I:I:I:I

If an increase in the nunber of subjects is requested, please provide a justification
for the increase.
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I's a revised protocol necessary as a result of this anmendment? |:|Yes | No*

If yes, please attach the revised protocol and clarify
the follow ng

Version # Ver si on Date
Is a revised consent form necessary as a result of this anendnent? -
Xves  []nor

If yes, please attach the revised consent form and
clarify the foll ow ng

Version # Ver si on Date 177105
Version # Ver si on Date
Is a revised adverti senent necessary as a result of this anendnment? |:|Yes E No

If ves, please attach the revi sed adverti senent.

Is a revised I nvestigator Brochure necessary as a result of this <
amendment ? |:| Yes No

If yes, please attach the revised Investigator Brochure and clarify the foll ow ng:

Version # Ver si on Date

Is a change in drug dosage (increase or decrease) being proposed? |:|Yes No

If yes, a revised protocol nust be sent to the Dept. of
Phar maceuti cal Services, Section of Investigational Drugs
(MC 0010) once the dose changes are approved by the |IRB.

. Pl ease describe the specific changes to the previously approved protocol and provide

sufficient rationale for each change to allow the committee to make a decision. Use
addi ti onal pages as necessary. *If a revised protocol and/or revised consent formis
not needed, pl ease explain why revisions to the docunent(s) are not necessary.

The Child Patient and Volunteer Consent Forms dated 1-7-05, the Child Volunteer Assent Form ¢
23-04, and the Child Patient Assent Form dated 11-23-04 have been revised to include changes .
requested by Dr. Sheridan. Specifically, 1) the number of study subjects is added to the Voluntee
form, 2) the absence of side effects of leuprolide use in children is now specified in both consent-
and 3) since pregnancy testing is not indicated (all study subjects are in early puberty, not sexual
mature), no changes are indicated in this regard.
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10.

Ri sk-Benefit Assessnent ‘
Are the risks to subjects affected (increased or decreased) by
t he amendment ? []Yes No

If yes, describe how the anendnment will affect the risk-benefit ratio for the subjects.

Reaf firmati on of | nfornmed Consent/ Assent

Is it necessary to informsubjects who have already consented to
participate in the research of the amendment? []Yes X No
If yes, should they be given and asked to resign the full revised inforned consent
form OR shoul d an addendumto the informed consent docunent be prepared for
di scussion with the subjects? Select One.

[ ]JFull Revised Informed Consent Document [ ] Addendum

Notification of Subjects Wo Have Conpl eted Participation

Is it necessary to notify subjects who have conpleted their |:|Yes NO
participation in the research?

If yes, describe howthis will be done AND subnit the docunments (if applicable) that
will be used.

N/
I s expedited revi ew being requested? |:| Yes No

As per the federal regulations, mnor adninistrative changes can be revi ewed
t hrough an expedited process. The IRB has agreed that the follow ng types of
si mpl e adm ni strative changes and m nor adjustnents which do not affect the
ri sk/benefit ratio may be considered for expedited review (please check all

that apply):
[ ]Adding or renoving an institution
[ ]Changes in the PI
[ ]Changes in Participants
[ ]Addi ng a standardi zed (validated) questionnaire

[ ]Modification of a previously approved advertisenent including node, verbiage, etc.
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[ ] Submission of or nodification to investigational brochures;

[] Mdifications to the consent formto include the follow ng:
1) Adding or renoving information fromthe consent formso that it is consistent with
an al ready approved IRB statenent (i.e. cost section, phone nunber changes);
2) revising the consent formto reflect what was al ready approved in the protocol
3) defining a phrase(s) nore clearly in |lay |anguage; or
4) incorporating in the consent form updated |RB-nandated | anguage.

M nor editorial changes to the protocol and/or consent formwhich do not alter the
[] meani ng or procedures (i.e., spelling changes, revising a statenent)

[ ] Renoval of a questionnaire fromprotocol and its reference on consent form

[ ] Software Upgrades

In addition, if the original protocol was reviewed through an expedited review
procedure, the anendnment MAY be eligible for expedited review.
[[] Please check here if the original protocol was given expedited approval

S| GNATURE

(This formnnust bear the original signature of the principal investigator)

Princi pal |nvestigator

Department Chair Signature
(Only if not externally funded)
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