
[Type text] 
*Only informed consent that includes the elements described in Subdiv. 2b constitutes “informed consent” for Genetic 
Testing per NYS 79-L.  Per Subdiv. 2c, general research consent obtained under Subdiv. 9a with the elements of 9e does 
not constitute “informed consent” for Genetic Testing per NYS 79-L; however, the law allows a general waiver of 
informed consent for Genetic Testing if general research consent as described in Subdiv. 9e is obtained. 

Genetic Testing (per NYS 79-L) in Research 
Requirements for Informed Consent 

 
 Prospective collection 

of biospecimen for 
research that includes 
Genetic Testing (i.e., 
collecting a 
biospecimen and 
know at time of 
collection that a 
specific Genetic Test 
will be conducted on 
the biospecimen) 
[Subdiv. 2b]       A 

Proposed Genetic 
Testing on a stored 
and identifiable 
biospecimen for 
which neither consent 
as described in 
Subdiv. 2b nor general 
research consent as 
described in Subdiv. 
9e was obtained 
[Subdiv. 10] 
[Go to either E or F]   B 

Proposed 
Genetic 
Testing on an 
anonymous 
biospecimen 
[Subdiv. 4a]   C 

Proposed Genetic 
Testing on a stored 
biospecimen for 
which general 
research consent as 
described in Subdiv. 
9e was obtained 
[Subdiv. 9a] D 

Requires: 
• Informed consent* 

that meets the 
requirements of 
Subdiv. 2b 

• IRB-approved 
protocol 

 [Subdiv. 2b]         E 

Anonymize 
sample, i.e., 
strip all 
identifiers 
and do not 
use code to 
link back to 
donor 
[Subdiv. 4a]F 

Returning 
results      J 
 

Not 
returning 
results       I 

Requires: 
• Confirmation of 

results in CLIA- or 
NYS-certified lab 
(CU policy) 

• IC by NYS-licensed 
health care 
provider (CU 
policy)              M 

Requires: 
• IRB-approved protocol 
• Samples stripped of all 

identifiers OR use of a 
coding system that is 
approved by the IRB 

• General research consent 
cannot have time or 
other conditions that 
would restrict use of the 
biospecimen for the 
proposed Genetic Test 

[Subdiv. 9a]                  H 

Not 
returning 
results       L 

Returning 
results     K 
 

Requires: 
• Go back to individual who provided the 

sample and obtain informed consent in 
accordance with Subdiv. 9b requirements if 
the general research consent that was 
obtained does not meet the requirements of 
Subdiv. 9b 

• Elements in box M       N 

Requires IRB-
approved 
protocol that 
assures the 
anonymity of 
the sample   G 

Formatting 
note: The 
letters in the 
lower right 
corner of each 
text box are 
solely to 
identify the 
box 


