
-.- -. -,* 
DEP~R~MENT OF HEALTH a WVMAN SERVICES 

PROTECTION OF HUMAN SUBJECTS 
ASURANCE/CERTI FI CAT1 ON/DECLARATION 

0 ORIGINAL 0 FOLLOWUP 0 EXEMPTION 
(previously underignated) 

m 

;D 
I- Whole Body Counting of Visitor f rom AERE Harwell  UK to Measure Residual  Activity f rom Ba-133 & Ra-2: 

2. PRINCIPAL INVESTIGATOR, PROGRAM DIRECTOR, OR FELLOW 

A. L. Anderson 
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1 g- IS 3. FOOD AND DRUG ADMINISTRATION REWIRED INFORMATION ISM t ~ w m  side/ - 
4. HHS ASSURANCE STATUS 
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T h i s  institution has an approved assurance of compliance on file with HHS which covers this wtivity. 

IRB identification number OlXB Assurance identification number ni-1415 

0 No assurance of compliance which applies to  this activity has been established with HHS. bot the wplicant institution will p rov ib  mitten assurance of 
2 compliance and certification of IRS review and approval in accordance with 45 CFR 46 upon request. 

2 5. CERTIFICATION OF IRB REVIEW OR DECLARATION OF EXEMPTION 
Y .- ,+a This activity has been reviewsd and approved by an IRB in accordance with the requirements of 45 CFR 46, including its relevant Subparts. This certifi- 

7J a 
W 
-5 
0 (mon th/day&ear/ d 
c, [XI Full Board Review 0 Expedited Review 

cation fulfills, when applicable, requirements for certifying FDA status for each investigational new drug or device. rewm si& of this form.) 

9/29/87 Date of IRB review and approval. (If  approval is pending, write 'Bending." FollowuP certification is tVquiMd/ 

0, 
vi 

-This activity contains multiple projects, some of which have not been reviewed. The IRS has granted approval on condition that all projects covered bb 
2 45 CFR 46 will be reviewed and approved before they a n  initiated and that appropriate further certification (Form UUS 596) will be submitted. 

(insert paragraph numb 
of exemption in 46.10l(b/. 1 through 5). but the institution did not designate that exemption on the application. 

e.;"' 6. Each official signing below certifies that the information provided on this form is correct and that each institution 
assumes responsibility for assuring required future reviews, approvals, and submissions of certification. 

APPLICANT INSTlTUTlON II COOPERATING INSTITUTION 
NAME, ADDRESS, A N D  TELEPHONE NO. 11 NAME, ADDRESS, AND TELEPHONE NO. 

Lawrence  Livermore Nat ional  Laboratory 
P.O. Box 808 
Livermore,  CA 94550 ' 

(415) 422-9136 

NAME AND TITLE OF OFFICIAL (printor fym) 

Rober t  L. Zanetel l ,  Finance Manager 

NAME AND TITLE OF OFFICIAL Crint or rypel 

SIGNATURE OF OFFICIAL LISTED ABOVE (and d a d  
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3. FOOD AND DRUG ADMINISTRATION REQUlRL JFORMATION ( f rom from srdel 

According (0 45 CFR 46.121, i f  an application is made to HHS requiring certification and tnvolving use of an investigational new drug or device. 
additional Information i s  required. In addition, according to 21 CFR 312 .1 (~ ) (2 ) .  30 days must elapse between date of receipt by FDA of Form 
FD-1571 and use of the drug, unless the 3 0  day delay period is waived by FDA. 

3a. INVESTI;ATIONAL NEW DRUG EXEMPTION Of more rhan one I S  rnvolved, Irsr orhen below under NOTES). 
jPONSOR NAME 

DRUG NAME 

>ATE OF E N D  OF JODAY EXPIRATION OR WAIVER NUMBER ISSUED 

Ib. INVESTIGATIONAL DEVICE EXEMPTION: 
iPONSOR NAME 

Jnless notified otherwise by FDA, under 21 CFR 812.2(b) (ii) a sponsor is deemed to have an approved IDE if: (1) the IRE has 
greed with the sponsor that the device is a nonsignificant riskdevice;and (2) the IRB has approved the study. lCheckapplicable box.) 

3 The IRE agrees with the sponsor that this device is a nonsignificant risk device. 
)R 
7 The IDE application was submitted to FDA on (date) . Number issued-. 
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