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CLINICALTRIALS.GOV USER GUIDE

If you are a patient, caregiver, or physician looking for investigational therapy options available through either clinical
trials or expanded access, you can begin to research and identify them on ClinicalTrials.gov.

Clinical trials give patients an opportunity to receive an investigational therapy for the purpose of research to
determine if the therapy is safe and effective. Whether you know just the condition that requires treatment, or you
know both the condition and the investigational therapy you would like to access, you can use ClinicalTrials.gov to
learn more about what investigational interventions are being studied, whether clinical trials are open and available
for enrollment, and the eligibility criteria. You may also find whether expanded access is available for the therapy and
contact information where you can obtain additional information.

This user guide will take you through the process of using ClinicalTrials.gov website for the following:
Researching products in development based on a patient’s condition
Finding open clinical trials

Finding expanded access programs (EAPS)
Finding single-patient expanded access

HOW TO USE CLINICALTRIALS.GOV TO RESEARCH
PRODUCTS IN DEVELOPMENT

CONDUCTING A SEARCH

Use the ClinicalTrials.gov search function to start researching new investigational therapies. For example, if the
patient has lung cancer, you can use a ClinicalTrials.gov search to find investigational therapies intended to treat
specific types of lung cancer.

NEW SEARCH

If you are conducting initial research of investigational therapies or know only the patient’s condition, you may want to
consider using the search feature on the homepage of ClinicalTrials.gov to receive a range of information on possible
treatments.

Populate the fields that apply to your search, like the name of the condition or disease, name of a specific treatment,
or location (starting with country). Filling more fields will narrow your search results. For example, if the patient has
breast cancer and is looking for radiation treatments, completing these fields in the search form will only result in
study records that meet both criteria. You can also expand or narrow search results by using capitalized operators
such as AND, OR, and NOT to relate terms.



http://clinicaltrials.gov/
https://clinicaltrials.gov/
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B u.s. National Library of Medicine

ClinicalTrials.gov

Find Studies v About Studies v Submit Studies » Resources v About Site v

ClinicalTrials.gov is a database of privately and publicly funded clinical studies

conducted around the world.

Explore 274,049 research studies in Find a study csssosima

all 50 states and in 204 countries. Recruitment status @

ClinicalTrials.gov is a resource provided by the
U.S. National Library of Medicine.

O Recruiting and not yet recruiting studies

@ Al studies
IMPORTANT: Listing a study does not mean it has

been evaluated by the U.S. Federal Government. Condition or disease @ (For example: breast cancer)

Read our disclaimer for details.
X

Before participating in a study, talk to your health

care provider and learn about the risks and Other terms @ (For example: NCT number, drug name, investigator name)
potential benefits.
Country @

’
m Advanced Search

Help | Studies by Topic ~ Studies on Map = Glossary

Patients and Families Researchers Study Record Managers
Search for actively recruiting studies that you may be Search the database to stay up to date on developments Learn about registering studies and about submitting
able to participate in or learn about new in your field, find collaborators, and identify unmet needs. their results after study completion.

interventions/treatments that are being considered.

MODIFYING A SEARCH

Once you have populated the fields that apply to your search and submitted the query you will be driven to the
Search Results page. To refine or update your current search query, select “Modify Search” and populate the Modify
Search fields. To start a new search, select “Start Over.”
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.. . Find Studies ~ About Studies v ‘Submit Studies v Resources v Abolt Site v
ClinicalTrials.gov
Modily Search  Start Ovr
197 Studies found for: Breast Cancer
Also searched for Breast Neoplasms, Neoplasm, Breast carcinomas and more. See Search Defails
Search Details
T Download ™ Subseribe o RSS
Showing: 1-10 of 8,497 studies [10 ¥ |studies par page Showtiide Columns
Row | saved ‘ statun sty Tits Gondrons Intervantions Lozations
10 Recumng Renabiaten Aer Bresst Cancer . + Benavorar v + Rgsnospraiet
Copenhagen. Denmark
z E Mot yst recruiting  Supine MRIN its Receiving Wooadjuvant Therag, + Breast Cancer  » Dovice: Suping MRI » Brigham and Woman's Hosgital
+ Other: Neaasivant Theragy Hoston, Massachusats, Unilad States
.+ Do Utresound + Dans Farbar Cancer Insiute
R Boston, Massachusstis, Urited States
35 0 Recuteg Catboplatn +- Nvolurnab i Mitastatc Taple Negative + BreastCancer  » Drug: Carboplatin + The Stamtond Hospial
s — Starord, Connactcd, Unied States
« Bt ras! Desconass Madical Canter
Hoston, Massachisats, Unileg States
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Boston, Massachusatts, Unitad States
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o E Recruiting Atezolizumab + Ste Re in Tr ancer and Brain Metastasis + BreastCancer  + Drug: Alezolzumat: = Dama-Farber Cancar Institute
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JeSe——. Hoston, Massachussts, United States
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Shawing: 1-10 of 8,197 studies

10 ¥ |studias per page

NIH U.S. National Library of Medicine

ClinicalTrials.gov

Find Studies v

About Studies v

Submit Studies v

Resources v

Pagngl< < > 3|

About Site v

Home >  Search Results
Condition or disease @ Other terms @

‘ Breast Cancer | X H | X ‘

Country @

| ]

Advanced Search

8197 Studies found for: Breast Cancer

Also searched for Breast Neoplasms, Neoplasm, Breast carcinomas and more. See Search Details
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ADVANCED SEARCH

The advanced search feature allows patients, caregivers, and physicians to focus their results even further with
additional criteria like recruitment status, location, eligibility information, and study type. For example (shown in the
image below), if you would only like to receive study records for therapies for breast cancer in women age 66 and
older, then use the advanced search to fill these fields and find results specific to these criteria.

NG} U.5. National Library of Medicine

ClinicalTrials.gov
Home > Advanced Search Saved Studles (12}

Find Studies v About Studies v Submit Studies >  Resources ~  About Site ~

Advanced Search

Fill in any or all of the fields below. Click on the label to the left of sach search field for more information or read the Help

mM

Condition or disease: | Breast Cancer |x
Other terms: |:

Study type:  All Studies v Ii

Study Results: Al Studies v|x

Recruitment status: ¢jinjcal study:

Expanded Access:

Not et recruiting Available

Recruiting No longer available
Enrolling by invitation Temporarily not available
Active, niot recruiiting Approved for marketing
Suspended

Terminated

Completed

Withdrawn

Unknown status

Eligibility Criteria:

) Child (birth-17)
Age: X years OR AQeGroup: O Aduli(18-65)
T I/ Seniar (66+)
Sex: | Studies with Female Participants v|x

Accepts Healthy Volunteers: */ Healthy volunieers may pariicipate in the study

To access this search, select “Advanced Search” on the homepage or from the Find Studies menu. You do not need
to fill every field on the advanced search feature, but the more fields entered, the narrower your search results
become. If a limited number of studies appear, consider removing one or more of the search fields to broaden
results.
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‘ Find Studies v About Studies v Submit Studies v Resources v About Site v

‘ New Search

Advanced Search

e
ClinicalTrials.gov is a database of privately and puttudies

conducted around the world. See Studies on Map

How to Search

How to Use Search Results

Explore 274,049 research studies in How to Find Results of Studies
all 50 states and in 204 countries.
How to Read a Study Record

ClinicalTrials.gov is a resource provided by the
U.S. National Library of Medicine.

O Recruiting and not yet recruiting studies
IMPORTANT: Listing a study does not mean it has @ Al studies
been evaluated by the U.S. Federal Government.

Read our disclaimer for details. Condition or disease @ (For example: breast cancer)

Before participating in a study, talk to your health \L
care provider and learn about the risks and
potential benefits. Other terms @ (For example: NCT number, drug name, investigator name)

B
s

Country

m Advanced Search

Help | Studies by Topic | Studies on Map | Glossary

BROWSE STUDIES BY TOPIC OR LOCATION

ClinicalTrials.gov also allows users to browse information on studies organized by topics such as condition, treatment
intervention, sponsor/collaborator, location, and more. Select “See Studies by Topic” under the Find Studies menu to
access this feature. For example, to find all the studies available for esophageal cancer, visit the See Studies by
Topic page and select the “Rare Diseases” topic. Enter esophageal cancer in the “Find in Table” box or scroll through
the list to find the disease and click the esophageal cancer link. This will populate all the studies specific only to
esophageal cancer. Continue reading to learn more on how to filter search results to find the studies that are most
appropriate for the patient’s condition.
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Find Studies v ‘ About Studies v Submit Studies v Resources v About Site v

New Search

Advanced Spﬁ%

ClinicalTrials.gov is a database of privately and pr el T°pi°\
conducted around the world. See Studies on Map /

How’

How to Use Search Results

Explore 274,049 research studies in How to Find Results of Studies

all 50 states and in 204 countries. Saved Studies (12)
How to Read a Study Record

ClinicalTrials.gov is a resource provided by the

U.8. National Library of Medicine. O Recruiting and not yet recruiting studies

IMPORTANT: Listing a study does not mean it has @ All studies

been evaluated by the U.S. Federal Government.

Read our disclaimer for details. Condition or disease @ (For example: breast cancer)

Before participating in a study, talk to your health

care provider and learn about the risks and

potential benefits. Other terms €@ (For example: NCT number, drug name, investigator name)
Country €@

"
m Advanced Search

Help = Studies by Topic = Studies on Map =~ Glossary
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See Studies by Topic

Rare Diseases

e 126 o 1901 Rere Besesss (25 ¥ parpage

conations Rare Diseases

Higbabstcal 16011.2 Duplication P

By Gategory

21-aylase Def
Rare Diseases |
22011 2 Dielet

Drug Interventions

Mghaberical

By Category

Aighabitical 48, XXXYY Syndrome

By Gategory 48 YOO Synciroms
46 000K Synerome:

SponsoriCollaborators
i Syndroms

[l
1
3
3
Dietary Supplements 48.)007Y Syndrome .
B
2
2
1
i

Aghabmical
Sa- Syndrome
By Catogory |
Abdorrinal Aortiz Anaurysm 260
[ ‘Andominal Gbesiy Motabass Syndrome 082

Aghaberical

By Region

Abstalipoproisinamia 4

FILTERING SEARCH RESULTS

Once you have completed a search, you will be presented with a list of studies. Studies that are most relevant to the
search terms will appear at the top of the results page. The Search Results page will show the name of the study and
its status (e.g. active, completed, recruiting, etc.), conditions or diseases it addresses, and interventions.

Depending on how narrow your search terms are, your list may provide many study records. To find the studies best
suited for the patient, use the ClinicalTrials.gov Filters feature in the panel on the left side or click on the “> Show
Filters” button. You can filter studies by recruitment status, expanded access availability, eligibility criteria, and more.
Select any additional categories to narrow your search, then select “Apply” to update results. Along the top of the
results page, you can also use the tabs to view the search results by topic, location, and related search details.
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Recrutng Carbegitn +- etastase Trple Megalive BresstCancer  + Drug Carepistn ~ The Stanera Hospasl
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Basion, Massachuselts, Unfed Sisies.
Rocruiing Moot +/- Fulvosirant m HERZ+. Breast Cancer  + Drug. Noratinb, + Dana Farber Cancer Insiéutn
- Diug Fuvestrsnt Baston, Massachusans, Unsed States.
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+ Procedure: Siereotacii: adiosurgery (SRS) Baston, Massachusets, Uniad Sales.
Rocrusng A Phaso I Stuty f Noimab in Combrulion Wi Mttt + BresstCancer -+ Drug Hiolumat ~ Dans Fasbor Gancor Instiute
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Search Details

Showing: 1-10 of 8,197 studies studies per page

Recruitment Status

Clinical Study @:

0 Not yet recruiting

L) Recruiting

) Enrolling by invitation
L Active, not recruiting
[l Suspended

L Terminated

L Completed

L Withdrawn

[ Unknown status™

Expanded Access @:

Eligibility Criteria
Age ©:

Age Group €:

L) Child (birth—17)
L) Adult (18-65)
Ll Senior (66+)

Sex ©:
® All

Row Saved Status

1 [ Recruiting Rehabilitation After Breast Cancer

2 [ Mot yet recruiting Supine MRI in Breast Cancer Patients Receiving N

3 [ Recruiting Carboplatin +/- Nivolumab in Metastatic Triple Nega

4 [ Mot yet recruiting Feasibility of an Individualized Goals of Care Discus
E 5 [ Recruiting MNeratinib +/- Fulvestrant in HER2+ ER+ Metastatic

6 [ Recruiting Atezolizumab + Stereotactic Radiosurgery in Triple-

7 [ Recruiting A Phase Il Study of Nivolumab in Combination With

8 [ Not yet recruiting Comparing Restriction Spectrum Imaging (RSI) to C

9 [ Recruiting Preoperative Accelerated Partial Breast Irradiation
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SELECTING A STUDY

Once you have applied filters, the list of studies will decrease. Click on the “Study Title” for more information

regarding the studly.

@ B
¥ Downlpad ™ Subscribe to RSS
Showing: 1-10 of 8,197 studies |10 ¥ |studies per page ShowHde Columns
Row ‘ Saved ‘ Status Study Title Conditions. Interventions. Locations
1 Recruiting Rehabillation Aller Breast Cancer + BreastCancer  + Behaviorsl Individually fsilored nurse navigalion + Rigshospilalet
Copennagen, Denmark
2 Not yet racrurting Supine MRI in Breast Cancer Patiants Raceiving Neoadjuvant Therapy + Breast Cancer + Device Supme MRI + Brgham and Women's Hospdal

3 Recruiting Carboplatin +- Nivolumab in Metastatic Triple Negative Braast Cancer

+ Breast Cancer

Other Neoadjuvant Therapy

« Device: Ullrasound

{and 2 more._)

« Drug: Garboplatin

« Drug Nivolumab

Boston, Massachusalts, United States
« Dana Farber Gancer Instiute
Boston, Massachusetts, United States

» Tha Stamford Hospral

Stamford, Connecticut, United States.
« BolN Israel Deaconess Medical Center

Boston, Massachuselts, United States
« Dana-Farbar Gancer Institute

Boston, Massachuselts, United Slates
« {and 4 mare..)

4 MNot yet recruing  Feasibility of an Individualized Goals of Care Discussion Guide for Advanced Breast Cancer + BreastCancer  + Other IGCOG + Massachusetis General Hospital
Boston, Massachusetts, United States.
5 Recruiting Neratinib +/- Fulvastran in HER2+, ER* Mstastac Breast Cancer + BreastCancer  + Drug Nerainib + Dana Farber Cancer Instiute
+ Drug: Fulvestrant Boston, Massachusatts, United States.
6 Recruiting Atezolizumab + Stersotactic Rediosurgery in Trile-negate Breast Cancer and Brain Metastasis - BreastCancer  + g Atszoizumab + Dana-Famer Cancer Instiute
+ Procadure. Stareotaclic radosurgary (SRS) Boston, Massachusetts, Uniied States.
7 Recniting A Phaso Il Study of Nivolumab in Combination Wih Cabazentinib for Metestatic Triple-negative « BreastCancer  + Drug Nivelumab + Dana-Farbar Gancer Insiiute
« Drug: Cabozantini Boston, Massachusets, United States.
8 Mot yet racruing ~ Comparing Resiriction Spectrum Imaging (RS1} to Breast MR for Breast Cancer Scresning + BreastCancer  + Device MRI + Beth lsrael Deaconass Medical Center
« Devicw RS Boston, Massachusatts, United States
a Recruiting Preaperative Acceloraled Paral Breast ITsciation 107 Triple Negative Breast Cancer Using Prolon Beam Scanning « BresstCancer  + Radition Accelersled Parl Breast Inadistion + Massachusetts General Hospital
+ Devica: AlgnRT BOSIoN, MASSACHuSEMts, UNiied Statss.
it Notyetrecruing  Reak-Tims Assessmant Of Breast Cancer Lumpectomy Specimen Margins With Nonlinsar Microscopy « BreastCancer  + Devics nonlinaar microscopy imaging of excised surgical margins + Beth Isras Dezconess Medical Center

ProCEure’ SISACAM IUMPECIOAy WIhoUl NONIINGET MICTSCOpY IMBQINg

Boston, Massachusatts, United States

Showing: 1-10 of 8,197 studies |10 ¥ |studies per page

Paging: [« < >

Row ‘ Saved ‘ Status | Study Title Conditions Interventions

1 (] Recruiting Rehabilitation After Breast Cancer » Breast Cancer « Behavioral: Individually tailored nurse navigation
H [} Not yet recruiting ~ Supine MRI in Breast Cancer Patients Receiving Therapy = Breast Cancer = [Device: Supine MRI

= (ther: Neoadjuvant Therapy

= Device: Ulrasound

» (and 2 more..))
3 o Recruiting Carboplatin +/- Nivolumab in Metastatic Triple Negative Breast Cancer = Breast Cancer = Drug: Carboplatin

= Drug: Nivolumab

A page of information pertaining to the intervention, purpose of the investigational product, eligibility, study results,
and contact information for the trial organizers will be provided. Select the “Go To” down arrow to skip to different
sections of the record. Select “Return to List” at the top of the page to go back to viewing the full list of study records

based on your search query.
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Trial record 3 of 8197 for:  Breast Cancer

+ Previous Stud Retun to List Next Study »

c +/- Nivolumab in Triple Negative Breast Cancer

Clinical Triaks.gov Identifier: NCT03414684

The safety and scieniific validity of this study is th of the study sponsor and Listing a study does nat mean it has been
evaluated by the U.S. Faderal Government. Know the risks and potential benefits of clinical studies and talk to your health care provider before
participating. Read our disclaimer for details.

Sponsor:
Dana-Farber Cancer Instituts

Collaborator:
Bristoi-Myors Squith

Information provided by (Respansible Party):
Sara Tolaney, Dana-Farber Cancer nstitute

Study Details Tabular View No Results Posted Disclaimer [ How to Raad a Study Racord

Study Description

Brief Summary:
This research study is studying a drug called Garboplatin with or without ancther study drug, Nivolumab as a for tip cancer that has spread to other parts of the body.

Tha interventions involved in this study are:

+ Carboplatin
+ Nivolumab
Condition or disease & Intervention/treatment @
Breast Cancer Drug: Carboptatin
Drug: Nivolumab
Detailed Descriplion:

Recruitment Status @: Recruiting
First Posted @: Jaruary 30, 2018
Las! Update Posted @ May 23, 2018
Sae Contacts and Locations

This ressarch study is a Phase || clinical trial. Phase |l clinical trials test the safety and effectiveness of an investigational intervention to ksam whether the intervention works in treating a

The FDA {the LLS. Food and Drug Adminisiration) has nat approved nivolumab for your specific disease but it has been approved for other uses. The FDA has approved carboplatin as a treatment option for your disease,

Tha purpose of ths ressarch study s fo detarmine how well carboplafin, by itsel, or lngmhsrmlh nivoiumab, works in freating breast cancer that has spraad to othar parts of the body. Nivolumab is a recantly discovered human manocional antibody. An antibady s a typs of protein that your immuna system (the system that

defends your body against polentially harmiul partcles) uses ta find and destroy i

in your bady, such as bacteria and viruses). Scientists can now make anlibodies in the laberatory and produce them for the ireatment of many different diseases.

Each study record includes a listing of key dates for related milestones. Select the “Key Record Dates” link in the
More Information section at the bottom of the page to view when registration and results were submitted on

ClinicalTrials.gov.

More Information

Respansible Party: Sara Telaney, Principal Investigator, Dana-Farber Cancet Institute
GlinicalTrials.gov dentifier: NCT03414884  History of Changes
Other Study ID Numbers:  17-512

CA209-0JX { OthgeTTeT: BRETPhigers Saibh |
First Postad: January 30, 204 Key Record Dates
Last Update Posted: May 23, 2018
Last Verified May 2018

Studies 2 U.S. FDAequisted Drug Product:  Yes
Studies 2 U.8. FDA-requiated Device Product: No

Keywords provided by Sara Tolaney, Dana-Farber Cancar Insiitute:
Breast Cancer

1
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ClinicalTrials.gov

Key Record Dates

ClinicalTrials.gov Identifier: NCT03414684

Brief Title: Carboplatin +/- Nivolumab in Metastatic Triple Negative Breast Cancer

First Submitted @: December 1, 2017
First Submitted that Met QC Criteria @: January 26, 2018
First Posted @: January 30, 2018

Last Update Submitted that Met QC Criteria @: May 22, 2018
Last Update Posted @: May 23, 2018

A TO TOP

If applicable, select the “Results Submitted” tab to access a study’s results information. If a study sponsor or
investigator has not yet submitted information, the tab will be labeled “No Results Posted” and will feature a table of
key dates.

Study Details Tabular Vie No Results Posted D)claimer [l How to Read a Study Record

No Study Results Posted on ClinicalTrials.gov for this Study

About Study Results Reporting on Clinical Trials.gov

Recruitment Status ©: | Racruiting

Estimated Primary Completion Date ©: | June 30, 2021

Estimated Study Completion Date 8 | June 30, 2025

SAVING STUDIES

If you have found studies you wish to save under your search results, click the “Saved” box beside the study on the
“search results” page. This will allow you to later revisit the information you found. To access saved studies, click of
“‘Saved Studies” located in the upper right corner of any page.

12
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GLOSSARY OF TERMS

The Glossary feature allows you to define certain terms as they appear on a page. Select the Information icon (‘" in a
blue circle) next to a term to open the definition. To find definitions for other terms found on the page, type in the term
in the search box found in the glossary panel. Click the “x” in the search box in the glossary panel to view a full
glossary list of common site terms.
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HOW TO USE CLINICALTRIALS.GOV TO FIND
ACTIVE CLINICAL TRIALS RECRUITING PATIENTS

Once you have identified an appropriate investigational therapy by using the “Intervention/Treatment” search field (or
by returning to your saved searches), you can use ClinicalTrials.gov to determine whether there are any ongoing
clinical trials enrolling patients, for which you or your patient may be eligible. To find open clinical trials, select
“Recruiting” under “Recruiting Status” (in the left panel on your search results page). You can also use the homepage
Search feature to filter for recruiting study records by selecting “Recruiting and Not Yet Recruiting Studies” under the
Recruitment Status option. Your results will then narrow to those studies that are currently recruiting participants.
Select “Apply” at the top or bottom of the menu to update your search results.

You may also want to use the other filters available in this menu to learn more about the status of the study. The
organizers of the trial will provide a point of contact for additional information about the trial(s). You will also be able
to see where the trial is being conducted, to determine if traveling is feasible for you.
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HOW TO USE CLINICALTRIALS.GOV TO FIND AN EXPANDED
ACCESS PROGRAM (EAP)

You, or your patient, may be ineligible for, or unable to participate in a clinical trial. Or, all the relevant clinical trials
may have completed enrollment or be finished. It is still possible that an investigational product is available through
established expanded access from single-patient to intermediate size or large programs.

In the same left panel on your Search Results page (“Filters”) where you found “Recruitment Status” (which you use
to determine if a clinical trial is active and recruiting patients), you will see an option for “Expanded Access.” To find
out if the company is making the investigational product available through expanded access, select the plus option
next to “Expanded Access” to see the full set of options, and choose “Available.” Select “Apply” at the top of the
menu to update your search results.
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HOW TO USE CLINICALTRIALS.GOV TO FIND SINGLE-
PATIENT EXPANDED ACCESS

Because of a new requirement for listing expanded access information on ClinicalTrials.gov, some listings will include
information on whether the investigational drug product may be available through single-patient expanded access.
You can find more details about such access here or you can use the point of contact located within a study record.

If no expanded access is listed, it does not necessarily mean the drug sponsor is unwilling to entertain a request for
access. You or your doctor may contact the sponsor to discuss the possibility of individual access.
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