
J. Th£• FDA is re.\pomihl£• for re- l. The FDA is attempting to im- M. Which of the following state-

assuring efficacy and safety in mar­
keted medicinal agents and de1·ices. 
168. True 
169. False 

------------·-----

K. Th£' appnwal process for new 
dn1g applications !NDAsJ has been 
criticized for the 
170. data format required for clinical 

trials 
171. redundancy of three-phase clin­

ical trials 
172. length of time to review, pro­

cess, and approve new radio­
pharmaceuticals 

173. complexity of nonclinical phase 
protocol 

pnwe and streamline the apprm·a/ 

process through the following ac­

timls. 

174. improved communication 

175. efficient tracking of submissions 

176. prompt evaluation of submis­

sions at all levels of authority 

177. all of the above 

171-1. none of the above 

ments is not tme? 
179. All data is collated upon comple­

tion of Phase III trials. 

180. IND submissions have a man­

dated response time of 30 days. 

181. Open trials in multiple centers 

arc initiated to assess the ability 

to replicate data by at least ten, 

separate, independent investiga­

tors. 

182. Each submission is now tracked 

from the time it reaches the doc­

ument room until final approval 

or disapproval. 
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Answer Sheet 

101 111 121 131 141 151 161 171 181 191 201 211 221 231 241 

102 112 122 132 142 152 162 172 182 192 202 212 222 232 242 

103 113 123 133 143 153 163 173 183 193 203 213 223 233 243 

104 114 124 134 144 154 164 174 184 194 204 214 224 234 244 

105 115 125 135 145 155 165 175 185 195 205 215 225 235 245 

106 116 126 136 146 156 166 176 186 196 206 216 226 236 246 

107 117 127 137 147 157 167 177 187 197 207 217 227 237 247 

108 118 128 138 148 158 168 178 188 198 208 218 228 238 248 

109 119 129 139 149 159 169 179 189 199 209 219 229 239 249 

110 120 130 140 150 160 170 180 190 200 210 220 230 240 250 
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