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APPENDIX:  INFORMED CONSENT TEMPLATE FOR INDIVIDUAL PATIENT 1095 
EXPANDED ACCESS1 1096 

1097 
Disclaimer:  The purpose of this informed consent template is to assist investigators with 1098 
preparing an informed consent document for the treatment of a single patient with an 1099 
investigational drug under the expanded access program.  However, this template is not a 1100 
substitute for the Federal Food, Drug, and Cosmetic Act (FD&C Act) or the Code of Federal 1101 
Regulations (CFR) and does not necessarily contain all information required to ensure 1102 
compliance in a given situation.  Investigators are responsible for ensuring that the informed 1103 
consent requirements of 21 CFR part 50 are met (21 CFR 312.305(c)(4)) unless one of the 1104 
exceptions found in part 50 applies. 1105 

1106 
1. Introduction1107 

1108 
Provide the following information: 1109 

1110 
 The name of the disease or condition for which the investigational drug will be provided 1111 

for treatment. 1112 
1113 

 A statement that the patient does not have any alternative Food and Drug Administration 1114 
(FDA)-approved medical product (e.g., drug/biologic)2 available to them for treatment. 1115 

1116 
 The name of the investigational drug/biologic. 1117 

1118 
 An explanation that the product is investigational, is not approved by FDA as safe and 1119 

effective, and that the treatment will be considered an experimental treatment.  A statement 1120 
that the treatment may only proceed under FDA’s expanded access program, with FDA 1121 
authorization.   1122 

1123 
 A statement that the patient’s participation in the program is voluntary and that the patient 1124 

may change their decision to participate.  Provide the name of the person the patient may 1125 
contact in case the patient changes their decision. 1126 

1127 
 A statement that refusal to participate will involve no penalty or loss of benefits to which 1128 

the patient is otherwise entitled and that the patient may discontinue participation at any 1129 
time without penalty or loss of benefits to which the patient is otherwise entitled. 1130 

1131 
 A recommendation to read the form carefully and discuss with others before making any 1132 

decision. 1133 
1134 

 The name of the staff whom the patient can contact if the patient has questions. 1135 
1136 

1 This template consists of instructions (in italics) to create the template and includes some example language (below 
the instructions) for each element.  Once the template is finalized, delete the instructions from the template. 

2 In these examples, drug is used as a reference.  In your document, use drug or biologic, as appropriate. 
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Examples: 1137 
 1138 

 You are diagnosed with disease X. 1139 
 1140 
 For your condition, there is no drug approved by the Food and Drug Administration (FDA) 1141 

for use in routine medical care in the United States.  OR The Food and Drug 1142 
Administration (FDA)-approved drug or drugs available for your treatment did not work 1143 
for you.  OR You cannot tolerate the side-effects of the drug or drugs approved by the 1144 
Food and Drug Administration (FDA) for treatment of your condition.  1145 

 1146 
 Your doctor would like to treat you with drug Y. 1147 

 1148 
 Drug Y is an investigational drug.  It is NOT approved by FDA for the treatment of your 1149 

disease.  However, for your case, FDA authorized Dr. Z to treat you with the 1150 
investigational drug Y under FDA’s expanded access program, OR Dr. Z has requested or 1151 
will request FDA’s permission to treat you with the investigational drug Y under FDA’s 1152 
expanded access program. 1153 

 1154 
 Whether or not you take this investigational drug is up to you.  If you choose not to receive 1155 

the investigational drug, it will not result in penalty or loss of benefits to which you are 1156 
otherwise entitled.  1157 

 1158 
 You can choose to take the investigational drug now but change your mind later.  Tell your 1159 

doctor right away about your decision if you change your mind later.  It will not result in 1160 
any penalty or loss of benefits to which you are otherwise entitled.   1161 

 1162 
Read this document carefully.  You may want to discuss your options with your doctors, family, 1163 
friends, and others before deciding on whether to receive the treatment.  Please ask questions about 1164 
anything you do not understand.  You will find a contact information table at the end of the 1165 
document. 1166 
 1167 
2. What are the potential benefits of receiving the treatment? 1168 
 1169 
List potential benefits of the investigational drug/biologic, if any.  Include a statement to reflect 1170 
that the anticipated benefit may be uncertain or that the disease may worsen with the treatment. 1171 
 1172 
Examples: 1173 
 1174 

 There is a chance that the investigational drug Y may (1) improve . . ., (2) reduce . . ., etc.  1175 
However, there is no guarantee that it will happen in your case. 1176 

 1177 
 Dr. Z would like to treat you with the investigational drug because she believes that it may 1178 

benefit you.  However, there is no guarantee that you will benefit from this investigational 1179 
treatment.  It is possible that you will receive no benefit other than receiving the standard 1180 
care (regularly seen by a doctor, evaluated for your condition, etc.) associated with 1181 
receiving this treatment, or it could worsen your condition. 1182 
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 We do not know if this investigational drug will help you.  Your condition may get better, 1183 
stay the same, or possibly get worse.  1184 

 1185 
3. What are the potential risks of this treatment?  1186 
  1187 
Provide a list of reasonably foreseeable risks or side effects of the investigational drug/biologic.  1188 
Include frequency, if known.  Include information on risks that are more likely to occur and those 1189 
that are serious.  Discuss any potential risks from the medical procedures necessary to administer 1190 
the drug/biologic, if appropriate.  Provide specific instructions for whom the patient should 1191 
contact if experiencing serious side effects. 1192 
 1193 
Examples: 1194 
 1195 

 There is a risk that the investigational drug Y makes your condition worse. 1196 
 1197 
 The following are serious side effects that have been reported for the investigational 1198 

drug Y:  1199 
 1200 

 Serious injury to your kidneys that could lead to dialysis 1201 
 Significant disability  1202 

 1203 
 The following are side effects that are more likely to occur:  1204 

 1205 
 Vomiting 1206 
 Diarrhea 1207 
 Lack of appetite 1208 

 1209 
 The investigational drug needs to be administered via [W] route of administration during 1210 

[X procedure].  Risks of [X procedure] may include headache, pain or numbness in the legs 1211 
and lower back, and bleeding into the spinal canal where the main nerve that goes down 1212 
your back is located.  The doctors who will perform the [X procedure] are specifically 1213 
trained and very experienced in performing this procedure. 1214 

 1215 
 There may be side effects of the investigational drug Y that we do not know about.   1216 

 1217 
 These effects could be immediate and short term, or your future health may be 1218 

affected in ways that we currently do not understand. 1219 
 1220 

 If you experience side effects listed above or any other adverse effects, contact the staff 1221 
listed in the contact information table. 1222 

 1223 
 In case of emergency, contact the staff listed in the contact information table or get 1224 

emergency medical help immediately. 1225 
 1226 

  1227 
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4. How long will you be treated with the investigational drug/biologic? 1228 
 1229 
Describe the length of time the treatment will last (e.g., hours, days, weeks, months, years, or until 1230 
a certain event), as well as long-term follow-up, if appropriate.  Include number of visits or 1231 
treatments as applicable. 1232 
 1233 
Examples: 1234 
 1235 

 You will receive the investigational drug approximately every 2 months (6–8 weeks) for up 1236 
to 1 year. 1237 

 1238 
 After you complete this treatment, you will still need to come to the clinic for follow-up 1239 

visits for at least the next year. 1240 
 1241 

5.  If you do not accept this treatment, what are the other choices? 1242 
 1243 
Explain that to provide an investigational drug/biologic under expanded access, the doctor should 1244 
determine there is no available comparable or satisfactory alternative therapy to diagnose, 1245 
monitor, or treat the disease or condition and that the doctor has made such a determination.   1246 
 1247 
Examples: 1248 
 1249 

 Dr. Z determined that there are no other drugs approved to treat your disease. 1250 
  1251 
 There are no other drugs approved for your disease or clinical trials that you could enroll 1252 

in.  However, you can discuss other options with Dr. Z, such as not taking any 1253 
investigational drug.  1254 

 1255 
6. What are the procedures associated with the treatment? 1256 
 1257 
Describe in chronological order the procedures that are necessary as part of receiving the 1258 
treatment.  Use a table, if needed, to organize the information.  If describing every procedure will 1259 
make the document too lengthy or detailed, include the information as an addendum. 1260 
 1261 



Contains Nonbinding Recommendations 
Draft — Not for Implementation 

 33 

Examples: 1262 
 1263 

Date (chronological 
order)/Frequency 

Description of therapy; 
dose, route of 

administration 

Duration 

Approximately every 2 
months (i.e., 6–8 weeks) 

Administer drug Y in 
your vein (10 mg/kg) 

90 minutes 

 1264 
Date (chronological 
order)/Frequency 

Procedure for 
assessment 

Purpose 

Day 1 Collect blood samples Routine laboratory 
tests 

Month 4 CT scan to take a picture 
of your X  

If there is any change 
in the size of the tumor 

 1265 
7. Can your doctor stop the treatment without your permission? 1266 
 1267 
Provide a list of reasons for which the doctor may stop the treatment without the patient’s consent.  1268 
Explain that the patient will be notified if this happens. 1269 
 1270 
Examples: 1271 
 1272 
In certain situations, your doctor may need to stop the investigational drug without your permission 1273 
if: 1274 
 1275 

 Your condition gets worse. 1276 
 1277 
 The investigational drug is no longer safe for you. 1278 

 1279 
 New information suggests that this investigational drug does not work. 1280 

 1281 
 You become pregnant. 1282 

 1283 
 New information suggests that another investigational drug is better. 1284 

 1285 
 FDA tells your doctor that your treatment should be stopped.  This may happen if FDA 1286 

receives new information about the investigational drug that your doctor may not know 1287 
because it is confidential.  1288 

 1289 
 The investigational drug is no longer available from the manufacturer. 1290 

 1291 
If your doctor stops your treatment, we will tell you as soon as possible. 1292 
 1293 
8. What is the cost of the treatment?  1294 
 1295 
Explain that the patient may incur expenses for the treatment with the investigational 1296 
drug/biologic.  Explain to the best of your knowledge what costs the patient is likely to need to 1297 
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cover and that insurance may not cover all costs.  Because the coverage of treatment with an 1298 
investigational drug/biologic could be complex, it may be appropriate to recommend that the 1299 
patient consult their insurer about reimbursement before initiating the treatment.  1300 
 1301 
Examples: 1302 
 1303 

 You or your insurance company will be charged for the treatment.  You will be responsible 1304 
for any costs your insurance does not cover.  Contact your insurance company if you have 1305 
any questions about these costs or what out-of-pocket expenses you may have. 1306 

 1307 
 The [INSTITUTION] will pay for the treatment, including treatment of any side effect, 1308 

adverse reaction, illness, or injury to you resulting from the treatment. 1309 
 1310 
 If you receive this treatment, your insurance may not cover the cost of some of the tests and 1311 

visits to see your doctor that are related to receiving this investigational drug.  Contact your 1312 
insurance company to learn more about the coverage if you decide to receive the treatment. 1313 

   1314 
 Dr. Z’s research funds will pay for some items and services related to your treatment.  1315 

However, you and your insurer will be responsible for the remaining costs.  Please contact 1316 
the person listed in the contact information table to learn more about the coverage by 1317 
research fund. 1318 

 1319 
 If you need financial assistance to cover the cost of your treatment, please contact the 1320 

staff listed in the contact information table for more information. 1321 
 1322 
9. What happens if you are injured from the treatment? 1323 
 1324 
Provide the following information about treatment-related injuries: 1325 
 1326 
Describe any compensation and medical treatments available to the patient if injury occurs. 1327 
 1328 
Provide the names and contact information of the staff whom the patient should contact if further 1329 
information is needed.  The available compensation and medical treatments may vary depending 1330 
on the medical circumstances of the patient or the policies of the institution.   1331 
 1332 
Examples:  1333 
 1334 

 If this treatment results in an injury, [INSTITUTION] will provide you with medical care. 1335 
 1336 
 Cost for care related to treatment-related injuries will be billed in the ordinary manner to 1337 

you or your insurance company. 1338 
 1339 
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10. Who may see, use, or share your health information? 1340 
  1341 
Provide information about the confidentiality policy of the clinic/hospital/sponsor OR include the 1342 
list of your policies.  Include a statement that the data from this investigational treatment will be 1343 
shared with FDA and note the possibility that FDA may inspect the records related to the 1344 
investigational treatment.  1345 
 1346 
Examples: 1347 
 1348 

 If you receive this investigational drug, certain information about your treatment may be 1349 
shared with the following entities, but every effort will be made to keep your identity 1350 
private:  1351 

  1352 
 The manufacturer of the drug 1353 
 The Food and Drug Administration  1354 
 The institutional review board 1355 

 1356 
 In addition, the following people/institutions may have access to your identity and 1357 

information about your use of the investigational drug: 1358 
 1359 

 Your insurance company or health benefits program 1360 
 The clinic staff directly involved in your medical care  1361 

 1362 
 If you stop treatment, information that was already collected may still be shared with 1363 

FDA.  1364 
 1365 
 If the result of this treatment is published, your personal identifying information will not 1366 

be used. 1367 
 1368 
 Although it is unlikely to happen, there is a possibility that your personal information will 1369 

be disclosed accidentally.     1370 
 1371 

11. What other important information do you need to know? 1372 
 1373 
Provide a list of other important information not covered in the sections above. 1374 
 1375 
Examples:  1376 
 1377 

 During your treatment, if we learn any new information about the risks or benefits of the 1378 
investigational drug Y, Dr. Z will let you know.  1379 

 1380 
 You will not receive any payment as compensation to take the investigational drug Y. 1381 

 1382 
 You may review our web-based, interactive educational program for patients with your 1383 

disease at the following link: [insert URL link]. 1384 
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  Whom should I contact? 1385 
 1386 
Provide consolidated contact information, as appropriate.  If the contact information changes at 1387 
any time, provide the new contact information to the patient. 1388 
 1389 
Examples: 1390 
 1391 
Name 

(Name of the doctor/clinical 
staff/board/IRB/advocate, 
etc.) 

Contact information 

(Phone number, email, 
or address, etc., as 
appropriate) 

For questions about… 

(Provide a consolidated list of 
issues for which a patient may 
have questions) 

Name of the staff Phone: 

E-mail: 

Address: 

 Treatment, including any injury 
from the treatment  

 Emergency contact 
information, including 24-hour 
contact information, if 
appropriate 

Name of the staff/board/IRB Phone: 

E-mail: 

Address: 

 Administrative concerns (e.g., 
patient rights, billing) 

  1392 
 1393 
12. Permission Signatures 1394 
 1395 
Include the list of signatories who should provide consent for the treatment.  Provide instructions 1396 
for the assent process, if you have any specific policies.  1397 
 1398 
Examples: 1399 
 1400 
Your signature below provides your consent to take part in this investigational treatment. 1401 
 1402 
  1403 
Name of patient 1404 
 1405 
    1406 
Signature of patient                Date              Time 1407 
 1408 
  1409 
Name of legally authorized representative (if needed) 1410 
 1411 
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    1412 
Signature of legally authorized representative (if needed) Date              Time 1413 
 1414 
  1415 
Legally authorized representative’s relationship to patient (if needed) 1416 
 1417 
Add any other signatures, following your institutional policy. 1418 




